CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

Name of Product / : TEXARED film coated tablets, 20 mg /

HaumeHnoBaHHe npenapaTa TEKCAPEJI® TabieTku, NOKPbITSHIE NAEHOYHOI 060104K0il, 20 Mr
Batch no. / Homep cepnn 1 24A01591A

Date of control / laTa anaansa : 03.2024

Manufacturing date / : 01.2024

JlaTa npon3BojcTBA

Expiry date / lata okoHuaHHuA : 12,2026

CPpoOKa roaHOCTH

TESTS MTMOKA3ATEJIHA SPECIFICATIONS / HOPMBI RESULTS /PE3YJILTATHI

Description / Onncanne Yellow with a brown shade, oval, biconvex | Complies / CootBeTcTBYET
tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
HKenrele ¢ KOPUUHEBEIM OTTEHKOM LIBETA
OBaNbHBIC, [ABOSKOBBIMYKIEIE TaONETKH,
MOKPRITEIE TUIEHOUHOH 000M0uKoH, ¢ pHCKOi
Ha oaHOH cTopoHe. Ha monepedHoM paspese
SPO APKO-KENTOTO LBETA,

Identification {HPLC) / Retention time of the main peak in the Complies / CooTBeTCTBYCET
HonauaaoeTs (BIAX) chromatogram of test solution should comply
with retention time of the main peak in the
chromatogram of tenoxicam standard
solution (Assay). / Bpems ynepkuBanus
OCHOBHOTO THKA Ha  XpOMatorpamme
HCHBITYEMOTO pacTeopa JIOILKHO
COOTBETCTBOBATH BPEMEHH YACPKMBAHHA
OCHOBHOrO® TIMKa Ha  XpoMarorpamme
CTAHIApTHOTQ  pacTBOpa  TCHOKCHKaMa
(pasnen «KommiecTBeHHOE oNpeAeIeHHEN ).

Uniformity of weight / | 18/20 tablets - not more than + 7.5%; Complies / CooTBeTCTRYET

OXHOPOIHOCTE 110 Macce 2/20 tablets - not more than + 15%. /
18/20 TabmeTok - He Gonee + 7,5 %,
2/20 tabnerok - He Gonee £ 15 %.

Water / Bopa | Not more than 7.5% / He Gonee 7,5% | 54 %
Disintegration / PacnmanaemocTs | Not more than 30 min. / He Gonee 30 mun. 2 min / 2 MAH
Dissolution / PacTeopenne | Not less than 75% (Q) of tenoxicam in 90 %

45 min./ He menee 75 % (Q) TeHOKCHKaMa
yepe3 45 MHH.

- |
Related substances (HPLC) / PoacTeenHsie npuMecH (BIKX)

2-aminopyridine / Not more than 0.25 %/
2-aMHHOTIMPHTHH He Gonee 0,25 % Not detected / He oGnapyxena

Individual unidentified impurity/ | Not more than 0.5 % /

Enpnyrnas He bonee 0,5 % Not detected / He o6HapyxeHa
HeHIeHTHHIMPOBAHHAA IPHMECH

Total impurities / Not more than 2.0% /

Cymma mpumeceii He 6outee 2,0 % Not detected / He obHapyxeHa

Microbial limits / MukpoOHoorHUeCKAas YHCTOTA

Total aerobic microbial count / | Less than 1000 CFU/g/ <10 CFU/g/
Obwee YHCIIO aspobueix | He Gonee 1000 KOE/r < 10 KOD3/r
MHKPOOPraHH3MOB
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product /
HammenoBanue npenapara
Batch no. / Homep cepuu

Date of control / Jara anannia
Manufacturing date /

Jdara nponssogcTea

Expiry date / JlaTa oxoa4yaHHs
CpOKA rOHOCTH

TEXARED film coated tablets, 20 mg /
TEKCAPEJI® TabneTkH, NOKPBITBIE H1EH0UN0 0Goa0ukeii, 20 mr

TESTS MOKA3ATEJH

Total combined yeast / moulds
count / (}G1mee 4HCNO APONIKEBLIX
H IUIECHEBBIX IPUOOR

E. coli

Uniformity of dosage units /
OnBoOpoOAHGETH JO3HPOBAHUA

24A01591A
03.2024
01.2024
12.2026
SPECIFICATIONS / HOPMbI | RESULTS / PE3VJIBTATHI
Less than 100 CFU/g / ' <10 CFU/g/
He 6onee 100 KOE/r <10 KOD/r
| Shall be absent in 1g/ Orcyrcreue B 1 1 Absentin 1 g/

OtcyTcTBYeTB 1 T

Acceptance value (AV) should not be more | Complies / CooTercTBYeT

| Assay (HPLC) /
Koanuecrsennoe onpegegaenne
(BYKX)

than 15.0./ Ilokazatens npreMieMocTH (AV) AV =64
JorxeH OHITE He Gomee 15,0,
90.0% to 110.0% of CiHiN3O4S: 103,6 %

(tenoxicam) in a tablet of label claim. /
Or 90,0% oo 110,0% C13H1|N304Sz
(TeHOKCHKaM) B TabieTKe OT HOMUHATLHOTO
COTepPIKAHMI.

Package / Ynakoeka

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
carton, / Tlo 10 tabnerox B 6Gmuctepe u3 | patient information leaflet in a
TR X/amomunnesoii doasrm. [To 1 Gmiactepy | carton. / Ilo 10 rabmerox B
BMECTE C MHCTPYKLUHEH M0 npHMeHeHHIo | Gnucrepe 3
TIOMEILAIT B [IAYKY KaPTOHRYIO. [IBX/amoMuHAeBOH  (OIBIH.
[To 1 Gaucrepy BMecTe ¢
HHCTPYKIIHEH 10 MPHMEHEHHIO

Labeling / MapkapoBka

Storage / Xpanenne

[IOMELIAIOT B TmauKy
| KapToHiHyIo,

According to normative document /| Complies/ CooTeeTcTBYET

| B COOTBETCTEHH c HOpPMATHBHOH

JIOKYMEHTAaIMCH

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

B opurnHaibHOM yraxoBke (OHCTep B IIAUKe) IpH TEMIIEPaTypPe He BRIINE
25°C.

' Shelf-life / Cpor rogaocT

3 years. / 3 Toma. |

Assessment/ The batch complies with the specifications according to ND JIC-000294-151021 /
Bakmouenie: Cepus COOTBETCTBYET TpebGOBaHUAM HOpMaTHBHOTO fokymenTta JIC-000294-151021.

API name (INN) / nanmenoBanue ADC (MHH): Tenoxicam / TeHOKCHKaM
API manufacturer batch number / 92035723
Homep cepun npoussogurena ADC: _

FP Manufacturer API Batch number / 24112273

Howmep cepun cyberannuu nponssogatens I'JIM:

API Manufactured by & country /
Iponseoantens ADC, cTpaHa:

Edmond Pharma S.r.L., Italy /
Omvonn @apma, C.p.J1., Hranus
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