CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Name of Product /
Haumenorauue npenaparta
Batch no. / Homep cepun

Date of control / laTa anananza
Manufacturing date /

Jara nponsBsoacTea

Expiry date / laTa oxonuanus
€pPOKA rOZHOCTH

TESTS MTIOKA3ATEJIN
Description / Onucanne

Identification (HPLC) /
MogauuHoeTs (BIIKX)

TEXARED film coated tablets, 20 mg /

TEKCAPE/I® TabneTin, nOKpuITHIE IUIER0INOH 000m04Koii, 20 MT

24H05321A
09.2024
08.2024

07.2027

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJbTATHI

Yellow with a brown shade, oval, biconvex
tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color, /
XKenTele ¢ KOPUYHEBBIM OTTEHKOM IIBETA
OBAIbHBIE,  JBOJKOBBIIVKIBE  TabIeTKH,
NOKPBITHIE TIEHOYHO} 000N0UKOi, ¢ prCcKoit
Ha 04HOH cTopoHe. Ha nonepedHoM paspese
AAPO APKO-KENTOTO LBETA.

E‘on;p]ies / CoorBercTBYET

| 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). / Bpews yaepkuBanmna
OCHOBHOTO TIHKa Hd XPOMAarorpaMme
HCTIHITYEMOTO pacteopa JIOMKHO
COOTBETCTBOBATE BPEMCHH  Y/IEPKUBAHHA
OCHOBHOrO TIHKa Ha  XpOMAarorpaMme
CTAHAApPTHOTO  PacTBOPa  TEHOKCHKAMA
(pazaen «KonmiecTBeHHOE ONIPEACACHHE) ).

' Uniformity of weight /
| OpHopogHOCTL O Macce

18/20 tablets - not more than £+ 7.5%;
2/20 tablets - not more than + 15%. /
18/20 TabneTok - He Gomee + 7,5 Y%;
2/20 TabreToK - He Gomee + 15 %.

Water / Boga

Not more than 7.5% / He 6omee 7,5%

Disintegration / PacnagaemMocts

Not more than 30 min. / He 6oaee 30 MHH.

Dissolution / PaCTBOPBHﬂ;

2-aminopyridine /
2-aMHHOMHPAIIH

Ennnuunan

HeuAeHTH{PUIPORAaHHAA PHMECE

Individual unidentified impurity/

Total impurities /
CyMMa npuMecei

Not less than 75% (Q) of tenoxicam in -
45 min,/ He meHee 75 % (Q) TeHOKCHKaMa
gepes 45 MUH,

Complies / CooTBeTCTBYET

Compties / CooTreTcTRYET |

53%
2 min /2 MuH

89 %

Reiated substances (HPLC) / Poncteennnie npumecu (BOAKX)

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

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

" Not more than 2.0% /
He 6onee 2,0 %

Not detected / He obuapyxeHa

Not detected / He obuapyxena

Not detected / He obnapyxena

Microbial limits / MuxkpoGuosoradeckas YHeTOTA

Total aerobic microbial count /
a’pobHBIX

Obmee YUCTIO
MHMKPOOPraHH3MOB

Less than 1000 CFU/g /
He 6onee 1000 KOE/T

<10 CFU/g /
<10 KO3/r
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CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIN3A

Name of Product /
HaumenoBanue npenapata
Batch no. / Homep cepuu

Date of control / Jara ananuza
Manufacturing date /

Jarta nponssojcrea

Expiry date / Jata oxoHuanus
CPOKa roAHOCTH

TESTS /IIOKA3ZATEJIN

Total combined yeast / moulds
count / OfImee YHCITO JPOAOKEBBIX
H TUIECHEBBIX TpHOOR

E. coli

' Uniformity of dosage units /
OanopoaHoCTE A03HPOBAHHS

Assay (HPLC) /
KoanyecTBeHHOE OTIpeneieHne
(BIIKX)

190.0% to

TEXARED film coated tablets, 20 mg /

TEKCAPEJ® Ta6eTkn, noKpbITLIE ILIeH04YH0# 060/104K0i, 20 MT

24H05321A
09.2024
08.2024

07.2027

SPECIFICATIONS / HOPMbAI

RESULTS / PE3VJILTATHI

| Less than 100 CFU/g /

He Gonee 100 KOE/T

<10 CFU/g /
<10 KO9/r

Shall be absent in 1g / OtcyrerBue 8 1 1

Absentin 1 g/
OtcyrerByerB 1 1

Acceptance value (AV) should not be more
than 15.0. / Hokaszarenn npueMneMocTh (AV)
AOJuKEH OBITE e Oonee 15,0,

Complies / Coorsercrayer
AV=138

110.0% of CisHiuN3O4S;
(tenoxicam) in a tablet of label claim. /
Or 90,0% mo 110,0% CisHiiN;O4S:
(TeHOKCHKAM) B TAONETKE OT HOMHHAIBHOTO
COIEPKAHHA.

102,0 %

Package / ¥nakoBka

| Labeling / Mapkupopka

Storage / Xpanenue

10 tablets in PVC/aluminum foil blister.
1 blister and a patient information leaflet in a
carton. / Ilo 10 rabuerox B Gumcrepe w3
INBX/amomunueso# dosieru. Io 1 dauctepy
BMECTE€ ¢ HMHCTPYKLASH N0 NPHEMEHEHHIO
MIOMENIAIOT B AYKY KAPTOHHYIO.

10 tablets in PVC/aluminum
foil blister. 1 blister and a
patient information leaflet in a
carton. / Ilo 10 Tabnetox B
OnucTepe a3
TIBX/amoMurueBoii  ¢onsra.
Tlo 1 6muctepy BMecTe ¢
HHCTPYKIHeii N0 NpUMEeHeHHIO
TIOMETLAIOT B nayxy
KaPTOHIV IO,

document /
HOPMAaTHBHOMH

According to normative
B COOTBETCTERHH c
JOKyMEHTAUMEH

Complies / CooTBeTeTRYCT

' original package_(blister in a carton), at temperature below 25°C. /
B opuruHansHo¥ ynakoske (bicTep B nagke) MpH TEMOEPATYpe He BHILIE

25°C.

Shelf-life / Cpox roanoeTn

3 years. / 3 roga.

Assessment /
3aKmOUCHUE:

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

API manufacturer batch number /
Homep cepnn nponzeogutens ADC:

FP Manufacturer API Batch number /
HoMmep cepHH cy6eranuun npoussoautens TJID:

The batch complies with the specifications according to ND JIC-000294-151021 /
Cepus cooTBeTCTRYET TpeOOBaHUAM HOPMATHBHOTO JoKymMenra JIC-000294-151021.

Tenoxicam / TeHOKCHKaM

92035723

Mpomssoautens APC, cTpana:

APl Manufactured by & country /

24113479

Edmond Pharma S.r.L., Italy /
2amonx Dapma, C.pJi., Hramms

_. /’[ 926.0%1. 20
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