CERTIFICATE OF ANALYSIS/ CEPTUDPHKAT AHAJIU3A

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

HaumeHoBanne penaparta TEKCAPEJ® TabaeTKH, NOKPBITBIE [L1EH0YN0# 060/109K0#, 20 Mr
Batch no. / Homep cepnu i 23D06441A

Date of control / laTta anaansa ;o 05.2023

Manufacturing date / ;o 04.2023

JlaTa npoH3BOACTBA

Expiry date / lata oKoH4aHHSA : 03.2026

CpOKA re¢aHocTH

TESTS /TTOKA3ZATEJHA SPECIFICATIONS / HOPMbI RESULTS / PE3YJABTATHI

Description / Onucanne 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 coler. /
XKentble ¢ KOPUYHEBBIM OTTEHKOM LBET&
OBajJlbHBIE, AROAKOBLITYKNLIC — TabNeTKH,
MIOKPHITHIE TIEHOYHOH 000104UKOH, ¢ pUCKOH
Ha ogHoi cropoHe. Ha nonepeunom paspese
AOpO APKO-)KENTOrQ IBETA.

Identification (HPLC) / Retention time of the main peak in the | Complies/ CooTBeTcTBYET
Mopauunocts (BIKX) chromatogram of test solution should comply
with retention time of the main peak in the
chromatogram of tenoxicam standard
solution (Assay). / Bpems ynepkHBaHHA
OCHOBHOTO MHKAa Ha  XpoMarorpaMme
HCTBITYEMOTO pacTBOpa TOJDKHO
COOTBCTCTBOBATH BPEMEHH  Yep:KMBAHHA
OCHOBHOrO MHKA Ha  XpoMaTorpamme
CTAHJAPTHOrO  PacTBOpa  TEHOKCHKaMa
{pasmen «KosmiecTReHHOE ONpEIeNeHHe ),

Uniformity of weight / 18/20 tablets - not more than + 7.5%; Complies / CoorBeTcTBYET
OanopoaHoCcTh 00 Macce 2/20 tablets - not more than + 15%. / |
18/20 Tabnetok - He Gonee + 7,5 %,
2/20 tabrietok - He Gomee + 15 %. |

Water / Bou; | Not more than 7.5% / He Gonee 7,% 4.9 %

Il = |
Disintegration / Pacnmagaemocts Not more than 30 min. / He 6onee 30 mum, 2 min /2 MHH

| Dissolution / PacTBOpenne Not less than 75‘V_o(Q) of tenoxicam in 83 %

45 min./ He menee 75 % (Q) TeHOKCHEaMa
uepes 45 MUH.

._ Related substances (HPLC) / PogcreHHBIe npumMecu (BIKX)

2-aminopyridine / Not more than 0.25 % /
2-aMUHOMHPHINH He Gonee 0,25 % Not detected / He oOHapykeHa

Individual unidentified impurity/ | Notmore than 0.5 % /

Enunnynas He Gonee 0,5 % Not detected / He obHapyxeHa
| HCMICHTH(MUMPOBAHHAA NPBEMECH

| Total impurities / | Not more than 2.0% /

Cymma TIpuMeceit He Goree 2,0 % | Not detected / He oGHapysxena

Microbial limits / Mukpobronorgyeckas YucToTa

Total aerobic microbial count /| Less than 1000 CFU/g / | < 10 CFU/g/
O6mee HHCAO aspobuerx | He Gonee 1000 KOE/T < 10 KO3/t
MHKPOOPTaHA3MOB
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CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

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

Date of control / Jara anannza
Manufacturing date /

Jata nponspoacTsa

Expiry date / IlaTa okoH4YaRrus
CpOKa NOAHOCTH

TESTS MTOKA3ZATEJIH

TEXARED film coated tablets, 20 mg /
TEKCAPE/® Ta0neTkH, NOKPLITEIE IUIeH0YHOH 060a09K0ii, 20 Mr
23D06441A

| Total combined yeast / moulds
count / Obmee IHCTIO OPOXIKEBEIX
H IUTECHEBBIX TpHOOB

| E.coli

' Shall be absent in lg/OrcyrctBue Bl T

05.2023
04.2023
03.2026
SPECIFICATIONS / HOPMBbI RESULTS /PE3YJIBTATHI
Less than 100 CFU/g / <10 CFU/g/
He Gonee 100 KOE/T < 10 KO/t

Absentin 1 g/
OrcytctByeTR 1T

| Uniformity of dosage units /

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

" Assay (HPLC) /
KoanvecTBeHHOE onpeacacHne
(BIHKX)

OanopoaHoCTE AO3HPOBAHNS than 15.0./ Tlokazatens npueMiemoctit (AV) AV =19
JomkeH ORITE He Qomee 15,0.
90.0% to 1100% of CpHN:O4S; 990 9%

(tenoxicam) in a tablet of label claim. /
Or 90,0% A0 110,0% C]3H1|N304Sz
(TeHOKCHKaM) B TabNETKEe OT HOMHHANEHOIOQ |
COMIepAKAHN.

Package / YnakoBka

10 tablets in PVC/aluminum
foil blister. 1blister and a
patient information leaflet in a
carton. / Tlo 10 tabnetox B
bmicTepe H3
IIBX/amoMuHKEEROH (QOIBIHU.
Ilo 1 Gnucrepy BMecte ¢
HMHCTPYKUHEH 10 TPHUMEHSHHIO
NOMELAIOT B TaukKy
Kap TOHHVIO.

10 tablets in PVC/aluminum foil blister.
1 blister and a patient information leaflet in a
carton. / Tlo 10 tabnetok B OmHcTepe W3
TMBX/anwomunuesoi ponsry. Ilo 1 Gnuctepy
BMECT¢ € WHCTPYKLHeH TO MNpIMEHeHHIO
MOMEIIAKT B MadKy KapTOHHYIO,

-"LabeliE/ D_’[_:apx_llpalca

document /| Complies/ CooreercTByeT

HOPMATUBHOH

According to normative
B COOTRETCTRHH c
OOKyMeHTalmel

Storage / XpaneuHe

In original package (blister in a carton), at temperature below 25°C./
B opuruHansHo# ynakoske (OimcTep B Iadke) NpH TEMNEpaType HE BHIIIE
25°C.

i Shelf-life / Cpox roanocTn

3 years. / 3 roga.

Assessment /
SarmodycHUe:

The batch complies with the specifications according to ND JIC-000294-151021 /
Cepusa cooTeeTcTBYeT TpeGoBaHUAM HOpMAaTHBHOTO AokyMeHTa JIC-000294-151021.

API name (INN) / naumenosanune AQ@C (MHH):

Tenoxicam / TeHOKCHKAM

API manufacturer batch number /

Homep cepun npoussoautens ADC:

FP Manufacturer AP1 Batch number /
Homep cepnu cybetanuau nponssoantena JID:

92030521

23108471

API Manufactured by & country /

TIpouspoaurens APC, crpauna:

Edmond Pharma S.r.L., [taly /
Omonn @apma, C.p.J1., Hramua
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