CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

Name of Product /
HaumenoBanue npenapaTa
Batch no. / Homep cepun

Date of control / IaTa anannza
Manufacturing date /

Jara npousBoacTBa

Expiry date / JTaTa oxoHuanus
€pOKa roJiHOCTH

TEXARED film coated tablets, 20 mg /

TEKCAPEJ® rafneTkH, NOKPbITHIE ILIEHOY RO 060104Ko#, 20 Mr

24HO05341A
09.2024
08.2024

07.2027

TESTS /MMOKA3ATEJNA

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJLTATHI

Deseription / Onmucanne

I}KGJ'[TBIB C KODHYHEBBIM OTTCHKOM IIBETa

Yellow with a brown shade, oval, biconvex
tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /

OBANBHEIC, OBOAKOBBITYKJIBIC TaﬁJIET](H,

MOKPBITEIE INEHOYHOH 0007109K0H, ¢ prcKoi
Ha onHoi cropore. Ha monepeunom paspese
AIPO APKO-IKENTOTO 1IBETA.

Complies / CoorsercrByeT

Identification (HPLC) /
MoamunnoeTs (BIKX)

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 yaep:xupaHAsS
OCHOBHOTO ITHKA Hz  XPOMAaTOrpamMme
HCITBITYEMOr0 pacTBOpa JOIDKHO
COOTBETCTBOBATE BPSMEHH  Y/EPXKHBAHIA
OCHOBHOTO MHKA HA  XPOMATOTPaMMeE
CTAHIApPTHOTO  pAcTBOPa  TEHOKCHKaMa
(pa3zen «KomuzecTBeHHOE OTpee/ienmey ),

Complies / Coorsercryer

Uniformity of weight /
OnHopoaHOCT N0 Macce

| Water / Bona

Disintegration / Pacnanaemoctn

Dissolution / PacTBopenne

18/20 tablets - not more than + 7.5%;

2/20 tablets - not more than = 15%. /
18/20 Tabneroxk - He Oonee + 7.5 %;
2/20 TabneTox - He Gonee + 15 %.

Complies / CooTBeTCTRYET

Related substances (HPLC) / Poncrse

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

4.5%

Not more than 30 min. / He 6onee 30 mum,

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

nable npumecH (BIAKX)

2-aminopyridine /
2-aMUHOTTUPHJTHH

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

Individual unidentified impurity/

ExvHuunasn

HeMASHTH(HITHPOBAHHAS IIPUMECE

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

Total impurities /
CyMma npumecei

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

2 min/ 2 MuH

89 %

Not detected / He oOnapyxena

Not detected / He obHapyxeHa

Not detected / He obrapyxena

| Microbial limits / MuxpoGuonoruseckas uncrora

Total aerobic microbial count /
a3pobueix | He Goaee 1000 KOE/r

Obmee YHCO
MHKPOOPTaHH3MOB

Less than 1000 CFU/g /

<10 CFU/g /
<10 KO3/r
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CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIN3A

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

Date of control / JlaTa ananuza
Manufacturing date /

JlaTa npoussoacTea

Expiry date / Tata okonuanus
CPOXA rOOHOCTH

TEXARED film coated tablets, 20 mg /

TEKCAPEJI® Ta6aeTkH, nOKpLITbIE NJIEHOIHOH obonoukoii, 20 mr

24HO05341 A
09.2024
08.2024

07.2627

TESTS TIOKA3SATEJA

Total combined yeast / moulds
count / ObIee HHCIO APONIKEREIX
M IUIECHEBEIX TPHOOB

E. coli

' Uniformity of dosage units /
OaxopoaHoCTb AO3HPOBAHUA

| SPECIFICATIONS / HOPMbI
— -

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

Shall be absent in 1g / OtcyTerBue B 1 1

RESULTS / PE3YJILTATHI

<10 CFU/g/
<10 KO3/r

Absentin 1 g/
OrcyrcrRyeTrB 1 T

Acceptance value (AV) should not be more
| than 15.0./ Nokasatens npuemMnemocts (AV)
noJpken Oprre He Donee 15,0,

" Assay (HPLC) /
KDJ']H‘]BCTBCHHOB onpeneeHue
(BYXKX)

Complies / CooTBeTcTBYET

AV =40

| 90.0% to 110.0% of CisH N34S,
(tenoxicam) in a tablet of label claim. /
Ot 90,0% A0 110,0% C13H11N304SZ
(TeHOKCHKaM) B TaBIeTKe 0T HOMHMHANEHOIO
CONEPIMAHMI.

97,6 %

?ackage / ¥YnakoBka

Labeling / MapxkupoBka

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

carton. / Ilo 10 rabnerok B GmucTepe us
NBX/amomunanesoit Gomsru. IMo 1 Gnucrepy
BMECTE€ ¢ HHCTPYKUHEH 10 NpPHMEHEHHED
TIOMEILAKT B ITAUKy KapTOHHYIO.

According to normative document /
B COOTBETCTBHH c HOPMAaTHRHOM
JOKYMEHTAUMEH

'_Storage / XpaHenne

Shelf-life / Cpox rogHocTH

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

carton. / Tlo 10 talnetox B |

fnucrepe

H3

INBX/amoMuHHeBOH (OJLIH.
Ito 1 6mactepy BMecTe ¢

HNOMEINAT B
KApPTOHHVO.

Complies / CooTeercTByeT |

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

| MHCTPYKUHMEH [0 IPHMEHEHHIO
nayky

B opurunaneHo# ynakonke (61HCTep B natKe) NPH TeMIEpaType He BINIE

25°C.

| 3 years. / 3 roma.

3akmouenwe: Cepua COOTRETCTBYET TPeGOBAHHAM HOPMATHBHOIO JoKkyMeHnTa JIC-000294-151021.

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

API manufacturer batch number /

Howmep cepuu npouspoantens A®C:

FP Manufacturer AP1 Batch number /
Homep cepun cySeraHnmm npoussoanrens FJIM:

APIT Manufactured by & country /

Mpouzpoautenr ADC, cTpana:

24114620

Tenoxicam / Tenokcrkam

92035723

. FEdmond Pharma S.r.L., Italy /
3among dapma, C.pJ1., Utanua
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