¥ GENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product /
HaunmenoBaHue npenapara

TEXARED film coated tablets, 20 mg /

TEKCAPEJ® Ta6ieTku, NOKPLIThIE NIEHOYHOI 060s10uK0if, 20 Mr

Batch no. / Homep cepun 22113051A
Date of control / Iata anajausa 25.10.2022
Manufacturing date / 09.2022
Jata npon3BoacTea
Expiry date / lTaTta okonuanus 08.2025
CPOKa roIHOCTH
TESTS /MMOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATHI

Description / Onucanune

Yellow with a brown shade, oval, biconvex
tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
Xenrtble ¢ KOPUYHEBHIM OTTEHKOM IBETA
OBaJIbHbIE, JBOSKOBHIMYKJIBE TaOJETKH,
TIOKPBITHIE TULIEHOYHO! 000I0YKOM, C PUCKOM
Ha oJHoO#f cTopone. Ha monepeuyroM paspese
SAPO SIPKO-XKEJITOTO LIBETA.

Complies / CooTBercTByeT

Identification (HPLC) /
Hoanunnocts (BIIKX)

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). / Bpems ynepxusaHus
OCHOBHOTO THKa Ha XpOMaTorpamme
HCIIBITYeMOTO pacTBopa JOJDKHO
COOTBETCTBOBATh BPEMEHH YIEP)KUBAHHA
OCHOBHOTO IHMKa Ha XpOMarorpamme
CTQHIApTHOIO  PacTBOpa  TEHOKCHKaMa
(pasnen «KonmaecTBeHHOE ONpeaeneHuey ).

Complies / CooTBetcTByeT

Uniformity of weight /
OxaHopoaHocTh MO Macce

18/20 tablets - not more than + 7.5%;
2/20 tablets - not more than + 15%. /
18/20 Tabnerox - He Gonee + 7,5 %;
2/20 TabneTok - He Gonee + 15 %.

Complies / CootBeTcTBYET

Water / Bona

Not more than 7.5% / He 6onee 7,5%

57%

Disintegration / Pacnagaemocts

Not more than 30 min. / He 6onee 30 MuH.

2 min / 2 MuH

Dissolution / PacTtBopenne

Not less than 75% (Q) of tenoxicam in
45 min./ He menee 75 % (Q) TeHOKCHKaMa
yepes 45 MuH.

89 %

Related substances (HPLC) / PoacTBennbie npumecn (BIXKX)

2-aminopyridine / Not more than 0.25 % / Not detected / He oGHapyxeHa
2-aMHHOIIMPUANH He 6onee 0,25 %
Individual unidentified impurity/ | Not more than 0.5 % / Below LOQ (LOQ = 0.05 %) /
EnvnnyHas He 6onee 0,5 % Hwxe npenena
HEUJEHTHOHIMPOBAHHAS IPUMECH KOJIMYECTBEHHOT'O
onpenenenns (ITIKO = 0.05 %)
Total impurities / Not more than 2.0% / Below LOQ (LOQ = 0.05 %) /
Cymma npumeceit He 6onee 2,0 % Hmxe npemena

KOJIMYECTBEHHOT'O
onpenenenns (ITKO = 0.05 %)
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RS GENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

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

Date of control / laTa ananu3a
Manufacturing date /

JaTa npousBoacTea

Expiry date / JaTa okonuanus
CPOKa roHOCTH

TEXARED film coated tablets, 20 mg /

TEKCAPEJ® Ta6s1eTKH, IOKPBITHIE NJIEHOYHOIH 0007104K0if, 20 Mr

22113051A
25.10.2022
09.2022

08.2025

Microbial limits / MukpoGuoornyeckasi yucrora

Total aerobic microbial count / | Less than 1000 CFU/g / <10 CFU/g/
OG6iee L1 (W) aspodHeIx | He Gonee 1000 KOE/r <10 KO9/r
MHKPOOPTaHH3MOB

Total combined yeast / moulds Less than 100 CFU/g / <10 CFU/g/
count / O6mee uncio apoxokeBsix | He Gonee 100 KOE/r <10 KO3/r

H IJIECHEBBIX IPUGOB

E. coli

Shall be absent in 1g / OrcyrcTBHE B 1 T

Absentin 1 g/
OrcyrctByeTB 1 T

Uniformity of dosage units /

Acceptance value (AV) should not be more

Complies / CootBeTcTByeT

OqHOpPOIHOCTH X03UPOBARMUS than 15.0./ IToxa3satens npuemnemoct (AV) AV =32
JoJpkeH 66ITh He Gonee 15,0.
Assay (HPLC) / 90.0% to 110.0% of C;3sH;N3O4S, 98.5 %

KosinuecTBenHoOe onpenesienne
(B2KX)

(tenoxicam) in a tablet of label claim. /
Ot 90,0% a0 110,0% C13H11N3O432
(TeHOKCHKaM) B TaGeTKe OT HOMHHAIILHOTO
coIepKaHus.

Package / YnaxoBka 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. / Ilo 10 Tabnerok B Guucrtepe u3 | patient information leaflet in a
IBX/amomunnesoii possra. Ilo 1 6auctepy | carton. / ITo 10 tabretok B
BMECTE C HMHCTPYKUHMEH MO NpuMeHeHHo | GnucTepe u3
MOMELIAIOT B MTAYKy KapTOHHYIO. [IBX/amomunreBolt  (omnbr.
IMo 1 6mucrepy BMecTe C
HHCTPYKUMEH 10 TIPUMEHEHHIO
MOMEIIAIoT B Navky
KapTOHHYIO.
Labeling / MapkupoBka According to normative document /| Complies/ CootBeTcTBYET
B cootserctBHE ¢ HOpMarTHBHOI
JOKyMEHTaIuei
Storage / Xpanenune In original package (blister in a carton), at temperature below 25°C. /

B opurnuanbHoli ynakosxke (61ucTep B nauke) npu TeMIepaType He BhIle

25°C.

Shelf-life / Cpox rognocTn

3 years./ 3 rona.

Assessment /
3akimoueHue:;

The batch complies with the specifications according to ND JIC-000294-151021 / Cepust
COOTBETCTBYET TpeGOBaHMAM HOPMATHBHOTO AoKyMeHTa JIC-000294-151021.

KAVHAN ARAS




