CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIN3A

Name of Product /
HauMeHnoraHHe Npenapara
Batch no. / HoMep cepun

Date of control / Jara ananuza
Manufacturing date /

JaTa npousBofcTBa

Expiry date / laTa oxonuanmus
CPOKA rOAHOCTH

TEXARED film coated tablets, 20 mg /

TEKCAPEJ® Tataerku, NOKPLITBIE IEHOUHO# 000109K0H, 20 Mr

24K07911A
11.2024
10.2024

09.2027

TESTS /MOKA3ATEJIA

SPECIFICATIONS / HOPMbI

RESULTS /PE3YJBTATBI

Description / Onncanne

Yellow with a brown shade, oval, biconvex
tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
HKenteie ¢ KOPHYHEBRIM OTTEHKOM IIBETa
OBabHBIE, JBOAKOBBITYKNBE TabmeTkH,
NOKPHITHIE TUIEHOYHOH 000F0UKOM, ¢ pucKoi
Ha ofHo# cTopoHe. Ha nomepeuHoM paspese
ADPO APKO-KEJTOrO LBETA.

Complies / CooTreTcTBYyeT

Identification (HPLC) /
HopnmaHoeTs (BIXKX)

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). / Bpewms ylepkuBaHHA
OCHOBHOTO NHKa Ha XpoMarorpamMme
HCHBITYEMOTO pacTBopa JOIKHO
COOTBETCTBOBATE  BPEMEHM  yAC[KHUBAHHMA
OCHOBHOTO TIHKA Ha  XpoMaTorpaMMe
CTAHBAPTHOTO  pacTBopa  TeHOKCHKaMa
(paznen «KonmiecTBeHHOE OTPEIEICHHEY ).

Complies / CooTBeTcTBYET

Uniformity of weight /
OanoposnocTs D0 Macce

18/20 tablets - not more than + 7.5%,;
2/20 tablets - not more than + 15%. /
18/20 tabmerok - He Gonee + 7,5 %o;
2/20 Tabnetok - He Ooaee = 15 %,

CBmplies / CooTBeTCTBYET

| Water / Bona

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

53%

| Disintegration / PacnagaeMocTs

Not more than 30 min. / He Gonee 30 MuH.

2 min / 2 MHH

" Dissolution / PacTBopenne Not less than 75% (Q) of tenoxicam in 98 %
45 min./ He Menee 75 % (Q) TeHOKCHKaMa
qyepes 45 MUH.
Related substances (HPLC) / PoacTeennsie npumecu (BIIKX)
2-aminopyridine / Not more than 0.25 % / -
2-aMHHOTIMPHITH He 6onee 0,25 % <0,05/ <0,05
Individual unidentified impurity/ | Not more than 0.5 % /
EayHHunas He Gonee 0,5 % <0,05 / <0,05
HEHIEATHHUMPOBAHHASA IPHMECE
f Totmnpurities / Not more than 2.0% /
CymmMa npumeceit He 6onee 2,0 % <0,05 / <0,05
Microbial limits / MukpoGuosornueckasi 4ucToTH
Total aerobic microbial count / | Less than 1000 CFU/g / <10 CFU/g/
Obuiee YHCII0 aspobueix | He 6onee 1000 KOE/T <10 KO3/r
MHKPOOPTaHH3MOB
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

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

TEXARED film coated tablets, 20 mg /
TEKCAPEJ® tataeriy, noxkpbirbie IWIeHOYHOH 06ostouKoii, 20 mr
24K07911A

Date of control / laTa anann3a 11.2024
Manufacturing date / 10.2024
JAara npoM3sBoACTB2
Expiry date / Jara oxonuanua 09.2027
€poKa TOAHOCTH
TESTS /IIOKA3ATE/IH SPECIFICATIONS / HOPMbI RESULTS /PE3YJILTATHI
Total combined yeast / moulds Less than 100 CFU/g / <10 CFU/g/
count / O0wee yucno aposckesnix | He Gonee 100 KOE/T <10 KOJ/r

H INICCHEBEIX ]"pPIGOB

E. coli

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

OtcytcTBYETB I T

Uniformity of dosage units /
OaHopeaHOCTE AC3HPOBAHHNA

Acceptance value (AV) should not be more
than 15.0. / Tlokazarens npuemaeMocTH (A V)
momxkeH 651Th He Gonee 15,0,

Complies / CooTBeTCTBYET
AV=22

Assay (HPLC) /
KonndecTBeHHOE OnIpeaeieHne
(BXEX)

900% to 110.0% of CisHjN:O4S8; 98,0 %
(tenoxicam} in a tablet of label claim. /

Or 90,0% Jo 110,0% CisH11N3048,

{TeHOKCHKaM) B TabneTke OT HOMHHAJIBHOTO

cOJepKaHuA.

Package / YnakoBKa

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. / ITo 10 TaGnerox B Onmcrepe m3 | patient information leaflet in a

NBX/amomuaucroi donsru. [o 1 daucrepy | carton. / Tlo 10 tabnetok B

BMECTE ¢ HHCTPYKUMEH [0 NPEMCHSHHIO | Onmmcrepe u3

MOMELUAOT B NAYKY KAPTOHHYHO. MNBX/anmoMunuesoii  onsru.
Ilo 1 6énucrepy BMecTe ¢
MHCTpyKIHel o MpHMEHEHHIO
TIOMEIIA0T B navyky
KapToHIIYIO.

Labeling / MapxupobBka : According to normative document /| Complies/CooTeercTBYET
B COOTBETCTBUH c HOPMAaTHUBHOH
JoxkyMeHTame

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

' Shelf-life / Cpox rognocrn

B opurnaansroi ynakorke (GimcTep B [IaYKe) TIPH TEMICPATYpe HE BBITIE
25°C.

3 years. / 3 ropa.

Assessment/ The batch complies with the specifications according to ND JIC-000294-151021 /
3axmouenne: CepHg COOTBETCTRYET TpeOoBaHHAM HOpMaTHBHOTO AokyMeHTa JIC-000294-151021.

Tenoxicam / TeHOKCHKaM

92003424/92032423/92035723

API name (INN) / HaumenoBaHue ADC (MHH):

API manufacturer batch number /
Homep cepun npouspoauTens ADC:

FP Manufacturer API Batch number / | 24115124/24115679/24115782

Homep cepun cybcranuny npouseoanteaa I'JID:

API Manufactured by & country / Edmond Pharma S.r.L., ltaly /

Mponzpogurens APC, cTpana: _ 2amony Gapma, C.pJL, Mranns
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