CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIU3A

Name of Product /
HanmeHoBanue npenapara

TEXARED film coated tablets, 20 mg/

TEKCAPEJ® raGmerkn, MOKPLETRIE IEHOIHOH 060/109K0i, 20 Mr

Batch no. / Homep cepun 23113771A
Date of control / aTta ananmia 11.2023
Manufacturing date / 19.2023
data npousBoacTea
Expiry date / lata okonuanus 08.2026
€POKa roJHOCTH
TESTS MMOKA3ZATENU RESULTS / PE3YJIhTATHI |

SPECIFICATIONS / HOPMB] |

Description / Oumcanne

Yellow with a brown shade, oval, biconvex
tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
JKenTeie ¢ KOpHUHEBBIM OTTEHKOM uBeTA
OBAUIbHBIE,  JBOAKORBIIYKNBIE —TaGleTky, |
MOKPRITEIE IIEHOTHOMH 060I0UKOI, ¢ pHCKOl
Ha O/IHO# cTopoHe. Ha momepednom paspese
ADPO APKO-KEITOTO 1IBETA.

Complies / CootserctByer |

|
|

‘ Identification (HPLC) /
| Hoanunnocts (BIKX)

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 ynepxusanmus
OCHOBHOTO  MHMKa Ha  XpOMartorpame
HCIBITYEMOTO pacTBopa JOILKHO
COOTBETCTBOBATE BPEMEHH  yAEPIKHMBAHMS
OCHOBHOTO  IIMKA HA  XpOMaTorpamme
CTaHIAPTHOTO  pacTBOpa  TCHOKCHKAMA
(pazpen «KonuuecTBenHoe onpenesicHAS» ).

Complies / CootBeTcTayer

Uniformity of weight /
| OnuopoaHoeTh Mo macce

18/20 tablets - not more than + 7.5%;

2/20 tablets - not more than + 15%, / ‘
18/20 rabnerox - ne Gonee -+ 7,5 %;

2/20 rabnetok - e Gonee + 15 %, |

Complies / CoorrercTayer ‘

l_Water / Boaa

Not more than 7.5% / He 6ozee 7,5% '

4.8 % |

Disintegration / PacnazaeMocTs

| Dissolution / PacTeopenne

Not more than 30 min. / He Gonee 30 Mun. |

2 min /2 mMaHE |

Not less than 75% (Q) of tenoxicam in
45 min./ He Menee 75 % (Q) TeHokcukama
depes 45 MHH, ‘

| Related substances (HPLC) / PoacTeennbie npumecu (BIWX)

39 % |

- N

| 2-aminopyridine /
2-aMHHOTHPHAHH

Not more than ¢.25 % / |
He 6onee 0,25 %

Enummgnas

| HEHICHTUGHUIMPOBAHHAR OPHMOCH

| Individual unidentified impurity/ . Not more than 0.5 % /

He 6onee 0,5 %

Total impurities /
Cymma npumeceii

Not more than 2.0% /
He 6onee 2,0 %

Not detected / He oGuapyxena |
Not detected / He o6Hapyxena |

Not detected / He o6Hapyxena

Microbial limits / Mukpobuonornueckas uuerora

’7 Total aerobic microbial count /| Less than 1000 CFU/g/ '
a3polOHBIX | He Somee 1000 KOE/r ‘

Obmee YHCIO
MHKPOOPTaHHU3MOB

4

<10 CFU/g/
<10 KO3/r
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CERTIFICATE OF ANALYSIS / CEPTHOHUKAT AHAJIN3A

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

HanMenopanune npenapara TEKCAPEJ® Ta0eTIKH, MOKPBITBIE MICHOYHOH 06oa0uKkoii, 20 Mr
Batch no. / Homep cepuu 1 23I13771A

Date of control / Tata apanusa o 11.2023

Manufacturing date / o 09.2023

Hata npousnoacTea

Expiry date / Jata okonuanns : 08.2026

CpOKa roTHOCTH

TESTS MIOKA3BATEJIN EI SPECIFICATIONS / HOPMBbI | RESULTS / PE3YJAbLTATHI |
~ Total combined yeast / mouids | Less than 100 CFU/g / -~ <I0CFUR/ _|
count / Ofwmee yrcno ApoxckeBslx | He Gonee 100 KOE/r | <10 KOD/r
H ITeCHEBbIX IPHGOB J_ |
 E.coli - Shall be absent in 1g / OTCyE‘BHG BIT _I ~ Absent mg /]
Otcyrcrayers 1 ¢ |
' Uniformity of dosage units / Acceptance?lue (AV) should not be more amp]E COE&TCTBYGT_i
| Oauopoanocrs nosuposanus than 15.0. / TTokazarens NPHEMIIEMOCTH (AV) AV =75
Aomxen ObITh He Gomnee 15,0, |
| Assay (HPLC)/  [900% to 1100% of CsHuN;OsS, | 9720% '|
KosnvecTBennoe onpenenenne (tenoxicam) in a tablet of label claim. /
| (BIXKX) Or 90,0% mo 110,0% Cy;3HiN;0,8, |
(TeHoKcHKaM) B TabneTke oT HOMHHATBEHOTO |
| COIEPHKARNS, |

|

Package / ¥naxoBka ' 10 tablets in PVC/aluminum foil blister. | 10 tablets in PVC/aluminum
1 blister and a patient information leaflet in a foil blister. 1blister and a

| carton., / ITo 10 tabretox B Gmucrepe w3 | patient information leaflet in a
[IBX/amoMunueBoki dossru. Tlo 1 diuctepy | carton. / Tlo 10 Tabietox s |

| | BMECTC C MHCTPYKUMEH N0 npHMeHeHHo Onncrepe H3
TOMEUIAIOT B TAYKY KAPTOHHYIO. | HBX/aniomunmeroii (honery.

| | Ilo 16mmcrepy BMecte ¢
| HHCTPYKNIHEH 110 IpHMeHeHIIO

| | HOMEIIAROT B HAYKY
— — — | Kapromuyio. S
Labeling / Mapxuposxka | According to normative document / | Complies / CootrerctByeT |
‘ B COOTBETCTBUH c HOPMAaTHBHOHN
_ JOoKyMeHRTanRei _‘
I?torage / XpaHenne o In original package (blister in a carton), at temperature below 25°C. /
B opureHaNEHOIM ynakoeke (Gumcrep B nauke) npu TEMHepaType He Bhlle
| | 25°C. |
Shelf-life / Cpox rogmocrs 3 years. / 3 roga. S
| P S L R

Assessment/ The batch complies with the specifications according to ND JIC-000294-151021 /
3axmouenne:  Cepus COOTBETCTRYET TPEOOBAHMAM HOPMATHBHOTO Joxymenra JIC-000294-151021.

y . _
| API name (INN) / naumenoBanue ADC (MHH): Tenoxicam / Texokcukam
92032423/92030521

API manufacturer batch number /
Homep cepnu npounsBoautens ADC:

FP Manufacturer API Batch number / | 23109853/23108471
| Homep cepnu cySeranmun npoussoautena IJId:

____i__ - ]

! API Manufactured by & country / Edmond Pharma S.r.L., Italy / |
LIIpomBozmTe.rlb A®MC, cTpana: J_ 2amonn ®apma, C.p.J1., Utamus
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