CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

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

HanmenoBaHue npenapaTa TEKCAPEA® rabnerkn, NOKpLITEIE NAeHOYHO# ofonouKoit, 20 Mr
Batch no. / Homep cepan : 23L17471A

Date of control / IaTa anaan3a ;12,2023

Manufacturing date / 1 11.2023

Jata npouseoacrea

Expiry date / laTa oxonuanus ;o 10.2026

CpoKa roaqHOCTH

TESTS TIOKA3ATEJIA | SPECIFICATIONS / HOPMbI I RESULTS /PE3YJIBTATHI
]

Description / Onucanue | Yellow with a brown shade, oval, biconvex Complies / CooTReTCTRYET
tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
JKentele ¢ KOpPHYHEBEIM OTTEHKOM [IBETa
OBaNbHBE, JBOAKOBBIIYKNEIE  TabrneTxw,
MOKPBITHIE [UIEHOTHOH 000101K0H, ¢ pHckoi
Ha oanol ctopoHe. Ha nonepeunoM paspese

AAPO APKO-MEIITOro IBCTa.

Identification (HPLC) / Retention time of the main peak in the | Complies/CooTeercTEYyCT
IMopnunnocTs (BIJKX) chromatogram of test solution should comply
with retention time of the main peak in the
chromatogram of tenoxicam standard
solution (Assay). / Bpemsa yaepuBauma
OCHOBHOI'® [IHKA HA  XPOMATOTpaMME
HCTIBITYEMOTO pacTeopa AOIIKTO
COOTBETCTBOBATE BPEMCHH  YACPKHBAHNSA
OCHOBHOTO THKa Ha  XpOMarorpamme
CTAHIAPTHOTO  pacTBOpa  TEHOKCHKAMA
(pazaen «KonHdecTREHHOE OIpPeNeTISHHE ).

Uniformity of weight / 18/20 tablets - not more than + 7.5%; Complies / CooTBeTCTRYET
OaunopoaHocTs 10 Macce 2/20 tabiets - not more than + 15%. /
18/20 tabnetok - He Gomee + 7,5 Y%6;
2/20 Tabnerok - He 6omee = 15 %.

Water / Boaa Not more than 7.5% / He Gonee 7,5% | 3.7%
"Disintegration { Pacnagaemocth Not more than 30 min. / He 6omee 30 My, 2 min / 2 muH
‘Dissolution / PacTBOpenne Not less than 75% (Q) of tenoxicam in | 93 %

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

Related substances (HPLC) / Poacreennsie npumecu {BI7KX)

2-aminopyridE/ Not more than 0.25 % /
2-aMHHONHPYIHH He Gonee 0,25 % Not detected / He oORapyxera

Individual unidentified impurity/ | Not more than 0.5 %/

Enpinmanast He Gonee 0,5 % Not detected / He oGnapyxena
HEeHIeHTH(PHIHPOBAHHAS IIPUMECh

Total impurities / | Not more than 2.0% /
Cymma npumeceit He Gonee 2,0 % Not detected / He oOnapysxena

Microbial limits / MakpoGuonorHyeckas uncroTa

Total aerobic microbial count / | Less than 1000 CFU/g / <10CFU/g/
Obmee qHCIIO a>pobHbIx | He Gonee 1000 KOE/r <10 KO3/
MHKPOOPTaHH3MOB
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CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIN3A

Name of Product /
Hanmenopanne npenapaTa

JaTa npousBoIcTBA

CPOKA NoAHOCTH

TEXARED film coated tablets, 20 mg /

TEKCAPEJ® TaGnerkn, HOKpLITLIE NeH0UHO# 060104K0H, 20 M

Batch no. / Homep cepun 23L17471A
Date of control / JaTa ananuza 12.2023
Manufacturing date / 11.2023
Expiry date / laTa okoHYaHHeA 10.2026
TESTS /MOKA3ATEJN SPECIFICATIONS / HOPMbI RESULTS / PE3YJBTATHI
Total combined yeast / moulds Less than 100 CFU/g / <10 CFU/g /
count / Ofmee uncio gpoxxessix | He Gonee 100 KOE/T <10 KO3/r

H IJIECHEBBIX TpUOOB

E. coli

| Shall be absent in 1g / OtcyTcTBHE B 1 T

Absentin 1 g/
OrcytcTByer B I 1

' Uniformity of dosage units /
OaHopoaxocTs JO3HPOBAHHAA

Acceptance value (AV) should not be more
than 15.0. / Iokazarens npreMieMacTi (AV)
JokeH OpiTh He Bonee 15,0,

Assay (HPLC) /
KonnyecTBeHHOE orpeacaeHHe
(BIKX)

Package / ¥Ynakoeka

9200% to 1100%
(tenoxicam) in a tablet of label claim. /
Or 90,0% umo 110,0% CisHiNi04S:

(TeHOKCHKAaM) B TalleTKe OT HOMHUHATLHOTO
COIEPKAHHA.

of CisHuN:045; [

Complies / CoorBercrByer
AV =19

100,0 %

10 tablets in PVC/aluminum foil blister.
1 blister and a patient information leaflet in a
carton. / Ilo 10 tabmerox B GmuHcTepe M3
IIBX/amomunneroii dpomsry. [To 1 6macrepy
BMECTE € MHCTpYKOHeH [0 NpHMEHSHHIO
NOMEMIAICT B NAYKy KapTOHHYIO.

10 tablets in PVC/alumimun
foil blister. 1 blister and a
patient information leaflet in a
carton. / Mo 10 TabneTok B
Gnucrepe H3
IBX/amomMunHeBoit  ¢oJera.
Ilo 10mucrepy BMectre ¢
HHCTPYKIHEH N0 IPHMEHEHIIO
MOMEMANOT B MavKy
KapTOHHYVIO.

Labeling / MapxupoBka

document /
HOPMATABHOH

According to normative
B COOTBETCTBHH ¢
JOKyMeHTamei

Complies / CooTBercTBYET

Storage / Xpanenue

25°C.

“Shelf-life / Cpox roanocTa

In original package (blister in a carton), at temperature below 25°C. / -
B opurusaneno# ynaxopxe (0IHCTEP B MaUKe) NPH TEMIIEPATYPE HE BBIIE

3 years. / 3 roga.

[_API name (INN) / nHammenosanne A©@C (MHH):

I

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

3aknroyeHHe:

Cepusa cooTeeTCTBYCT TpeGoBaHMAM HOPMAaTUBHOrO NokymeHTa JIC-000294-151021.

Tenoxicam / TemokcHKAM

API manufacturer batch number /
Homep cepun npoussoaatens ADC;

FP Manufacturer API Batch number /
Homep cepun cybeTanunn nponssogurens I'JIM:

92027422

API Manufactured by & country /
Ilponseoantent A@C, crpana:

23111574

Edmond Pharma S.r.L., Italy /
Savonp Bapma, C.p.JL, Uranus
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