CERTIFICATE OF ANALYSIS / CEPTUOHKAT AHAJIU3A

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

HaumenoBanue npenapaTta TEKCAPEJI® Ta6neTkH, NOKPLITBIE NAEHOYHOH 060104K0H, 20 M
Batch no. / Homep cepun : 24E02031A

Date of control / laTa aHanuza ;o 06.2024

Manufacturing date / ;o 05.2024

Jara npousgoacrsa

Expiry date / /laTa cxoHYaHHA r 042027

CpOKa roaHocTH

TESTS /MIOKA3ATEJIH SPECIFICATIONS / HOPMbBIL RESULTS / PE3YJBTATHI |

| Description / Onucanne Yellow with a brown shade, oval, biconvex Complies / CooreeTcTBYET
tablets, film-coated scored on one side. Core |

| in the cross section of a bright yellow color. /
JKenTele ¢ KOPHYHEBLIM OTTEHKOM IIBETA

OBadbHBbIE, JBOAKOBHINYKABE  TabHETKH,

MOKPEITHIE TNIEHOYHOH 000J09K0H, ¢ pHCKOH

Ha onHOl cTopoHe. Ha nmonepednoM paspese

AIPO APKO-KENTOro UReTa,

Identification (HPLC) / Retention time of the main peak in the | Complies/ CooTBeTcTBYET
IMopnnnHOCTL (BIKX) chromatogram of test solution should comply |

with retention time of the main peak in the
chromatogram of tenoxicam standard
solution (Assay). / Bpeds yIepxHBaHHS
OCHOBHOTO TMK& HA  XPOMAaTOTpaMMe
HCTBITYEMOFO pacrsopa DOMKHO
COOTBETCTBOBATb BPEMEHH  YIepKHBAHMAA
OCHOBHOrO THKa Ha  XpoMarorpamme
CTAHZAPTHOTO  pacTBOpa  TEHOKCHKaMa
(pazaen «KonmuiecTReHAOE ONIpENeICHUEN ).

| Uniformity of weight / 18/20 tablets - not more than & 7.5%; Complies / CooTBeTcTBYCT
OanopoaHocTL MO Macee 2/20 tablets - not more than + 15%. /
18/20 Tabnetok - He donee = 7,5 %o,
2/20 TabneTok - He Gonee = 15 Y.

| Water / Boaa | Not more than 7.5% / He 6onee 7,5% 5.8%
[ Disintegration / Pacnagaemocts | Not more than 30 min. / He Gonee 30 mun. | 2 min/ 2 MUl
Dissolution / PacTBopenne Not less than 75% (Q) of tenoxicam in 92 % 1

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

Related substances {HPLC) / PoucteeHHBIe npaMecH (BIKX)

2-aminopyridine / Not more than 0.25 %/
2-AMUHOTIHPHAHH He Gonee 0,25 % Not detected / He oGHapyxena

Individual unidentified impurity/ | Not more than 0.5 % /

Enunpinad | He Gonee 0,5 % Not detected / He oGHapyxena
HEHIEHTH(HIHPORAHHAA IIPHMECE |

Total impuriti_es / Not more than 2.0%/

Cymma npumeceii He Gonee 2,0 % Not detected / He obrapy:xeHa

Microbial limits / Muakpo0Honorayeckas 4yncrora |

Total aerobic microbial count / | Less than 1000 CFU/g / <10 CFU/g /
Obwee YUCTIO a’pobHEX | He Gomee 1000 KOE/r <10 KO3/r
MUKPOOPTaHH3MOB [
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CERTIFICATE OF ANALYSIS / CEPTHOHUKAT AHAJIU3A

TEXARED film coated tablets, 20 mg /
TEKCAPE/I® Ta6nerkn, noKpLIThie RIEHOMHOI 06o10aKoil, 20 Mr

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

Date of control / laTa anamau3sa
Manufacturing date /

Jarta nponseogcTBa

Expiry date / laTa oxoHuaHuA
CPOKA TGIHOCTH

24E02031A
06.2024
05.2024

04.2027

TESTS MOKA3ATEJINA

SPECIFICATIONS / HOPMbI

Total combined yeast / moulds
count / ODIIIee TUCIO IPOKIKEBBIX
¥ IUIECHEBHIX rprGOB

Less than 100 CFU/g /
He 6oaee 100 KOE/T

E. coli

Shall be absent in g/ OrcyrctBue B 1 1

- Uniformity of dosage units /
OOHOpPOAHOCTE A03HPOBAHHA

Acceptance value (AV) should not be more

than 15.0./ [Nokasarens npueMasMocTth (AV)
norxeH berTh He Gonee 15,0,

RESULTS / PE3YJILTATDI

<10CFU/g/
<10 KOt

Absentin1g/
OrcyTctByeTB 1T

Complies / CoorBeTcTBYET
AV =17

Assay (HPLC)/
KonuyecTBeHHOE onpeieaeHHue
(BIKX)

Package / ¥YnakoBka

900% to 110.0% of CisHiN3OsS:
(tenoxicam) in a tablet of label claim. /
Or 90,0% no 110,0 % CisHiN:048,
(Tenokcukam) B radNeTke OT HOMHHANBHOTO
CONCPAAHMS.

99,5 %

10 tablets in PVC/aluminum foil blister.
1 blister and a patient information leaflet in a
carton. / Ilo 10 Tabnerox B GnucTepe W3
[BX/amoMurHeroit doasru. [lo 1 dnuctepy
BMeCTe ¢ MHCTPYKIHell N0 NpHMEHEHHIO
IMOMEIIAIOT B IAYKY KAPTOHHYIO.

10 tablets in PVC/aluminum
foil blister, 1blister and a
patient information leaflet in a
carton. / Tlo 10 tabnerox B
6nucrepe H3
TIBX/amoMuHreBoil  ¢onbry.
Mo 1 6mucrepy BMecTe C
HHCTPYKLECH M0 TIPUMEHSHHIO
MOMCLIAOT B navky
KAPTOHHY 0.

1 Labeling / Mapknpoeka

document /
HOPMATHEHOH

According to normative
B COOTBETCTBHHA c
JOKyMEHTanuei

Complies / CooTBeTcTBYET

Storage / XpaHenue

Shelf-life / Cpok ronnocTn

Tn original package (blister in a carton), at temperature below 25°C. /
B opurHHaneHo# yrakoBke (OIHCTep B TaYKe) NPH TeMIIEpaType He BEIIE

25 °C.

I3 vears. / 3 roga.

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

Jaxnouenue;

| API name (INN) / nanmenosanne A®C (MHH):

API manufacturer batch number /

Howmep cepun nponszsoautena AQC:

Cepusi cOOTBETCTBYET TpeOORAHHIM HOpMaTHBHOTO AoKyMenTa JIC-000294-151021,

Tenoxicam / TeHOKcHKaMm

92035723

FP Manufacturer API Batch number /

Homep cepun cyGcTannnn nponssopntens IJIP:

API Manufactured by & country /
Mponzoautens ADC, crpana:

24112701

Edmond Pharma S.r.L., Italy /
Dnmona Gapwma, C.pJl., Uramaa

EMPE, KOroluDa\

20f2



