K8 GENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®HAKAT AHAJIM3A

Name of Product /
HaumenoBanue npenapara

TEXARED film coated tablets, 20 mg/

TEKCAPEJ® ta6nerxu, TOKPBITBIE IVIEHOYHOI1 060/104K0H, 20 MIr

Batch no. / Homep cepun 22113071A
Date of control / laTa ananusza 25.10.2022
Manufacturing date / 09.2022
JlaTa npoussoacTBa
Expiry date / JaTa okonyanus 08.2025
CPOKa rOHOCTH
TESTS /TIOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS / PE3YJIbTATBI
Description / Onncanne Yellow with a brown shade, oval, biconvex Complies / CootsetcTayer
tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
Jentele ¢ KOPHYHEBBHIM OTTEHKOM IBETa
OBAIbHBIE,  JBOSKOBBINMYKJIBIE TableTKH,
TIOKPBITHIE IUIEHOYHOH 060I0UKOM, C pUCKOii
Ha oniHO# cTopone. Ha nomepeynom paspese
SIAPO SPKO-XKEJITOrO LIBETA.
Identification (HPLC) / Retention time of the main peak in the Complies / CootsetcTBYeT
Hoanunnocts (B3XKX) chromatogram of test solution should comply
with retention time of the main peak in the
chromatogram of tenoxicam standard
solution (Assay). / Bpems ynepxuBanus
OCHOBHOTO IIMKa HAa  XpOMaTorpamMMe
HCTILITYE€MOT0 pacTBopa JIOJDKHO
COOTBETCTBOBATh BPEMEHH YAEPKUBAHHUS
OCHOBHOIO  IIMKA Ha  XpOMarorpamMMme
CTaHIApPTHOTO  pacTBOpa  TEHOKCHKaMa
(pasnen «KonuuecTBeHHOE ompeeneHyen).
Uniformity of weight / 18/20 tablets - not more than + 7.5%; Complies / CootsetcTayer

O[lHOpOIlHOCTl: o Macce

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

Water / Bopa Not more than 7.5% / He 6onee 7,5% 49 %
Disintegration / Pacnanaemocts Not more than 30 min. / He 6osnee 30 mun. 2 min /2 mMun
Dissolution / PacTBopenne Not less than 75% (Q) of tenoxicam in 89 %

45 min./ He Menee 75 % (Q) TeHOKcuKaMma
yepes 45 MuH.

Related substances (HPLC) / PoacTBennbIe npumecu (BIXKX)

2-aminopyridine / Not more than 0.25 % / Not detected / He o6Hapysxena

2-aMUHOIIMPUINH He 6omnee 0,25 %

Individual unidentified impurity/ | Not more than 0.5 % / Below LOQ (LOQ = 0.05 %) /

EnuHugnas He 6omee 0,5 % Hmxe npenena

HeUACHTH(HIHPOBAaHHAS IPHIMECh KOJIHYECTBEHHOTO
onpeznenenus (ITKO = 0.05 %)

Total impurities / Not more than 2.0% / Below LOQ (LOQ = 0.05 %) /

Cymma npumeceii

He 6onee 2,0 %

Hmxe npenena
KOJINYECTBEHHOTO
onpegaenenus (ITIKO = 0.05 %)
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product /
HaumeHoBaHHne npenaparta
Batch no. / Homep cepuu

Date of control / laTta ananusa
Manufacturing date /

Jarta npousBoacTBa

Expiry date / laTa okonyanus
CpOKa roAHOCTH

TEXARED film coated tablets, 20 mg /

TEKCAPE/I® Ta6J1eTKH, NOKpBITbIE NJICHOUHO# 060J104K0ii, 20 M

22113071A
25.10.2022
09.2022

08.2025

Microbial limits / MukpoGuosiornyeckas 4yncrora

Total aerobic microbial count / | Less than 1000 CFU/g / <10 CFU/g/
O61ee YHCII0 aspobubix | He 6omee 1000 KOE/r <10 KO3/r
MHUKPOOPTaHU3MOB

Total combined yeast / moulds Less than 100 CFU/g / <10 CFU/g/
count / O6mee yncno apoxokeBsix | He 6omee 100 KOE/r <10 KO9/r

H TJIECHEBBIX TPHOOB

E. coli

Shall be absent in 1g / OtcyreTBHE B 1 T

Absentin 1 g/
OrcyretByerB 1 1

Uniformity of dosage units /

Acceptance value (AV) should not be more

Complies / CootBeTcTBYET

OnnopoaHocTh A03MpOBaHHSs than 15.0./ TTokazaresns npuemiemocty (AV) AV =19
JoikeH ObITh He Gonee 15,0.
Assay (HPLC) / 90.0% to 110.0% of Ci;3sH;N3O4S; 98.9 %

KOJ'II‘]'-ICCTBCHHOC omnpeae/ieHue
(BYXKX)

(tenoxicam) in a tablet of label claim. /
Or 90,0% mo 110,0% Ci3HiiN304S;
(TeHOKCHKaM) B TabJIETKE OT HOMUHAIBHOTO
COZEpKaHHUS.

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 Tabnetox B Gmuctepe m3 | patient information leaflet in a
[IBX/amomunuesoii ¢ponsru. Ilo 1 6nuctepy | carton. / Io 10 Tabnetox B
BMECTe C WHCTPYKUMEH MO NpUMEHEHHIO | GiucTepe u3
MOMEIAIOT B NAYKy KapTOHHYIO. [IBX/amoMuHueBoi  (onbru.
ITo 16nucrepy BMecre c
UHCTPYKIUHEH 10 IPUMEHEHHIO
TOMEILAIoT B TauKy
KapTOHHYIO.
Labeling / MapkupoBka According to normative document /| Complies/ CootBetcTBYET
B cooTBeTctBHM ¢ HOpPMATHUBHOI
JMOKyMEHTaLuei
Storage / Xpanenue In original package (blister in a carton), at temperature below 25°C. /

B opuruHanbHo# ynakoske (6JTHCTep B IauKe) IPH TEMNEPAType He BbILIE

25°C.

Shelf-life / Cpox rognocTu

3 years. / 3 roza.

Assessment /
3akaouyeHue:;

The batch complies with the specifications according to ND JIC-000294-151021 / Cepus
COOTBETCTBYET TPEOOBaHHAM HOPMAaTHBHOTO HoKyMeHTa JIC-000294-151021.

KAVHAN ARAS

SEMNTAL

2 {; Sanayi ve TicaretA.$
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