()
RANGENSENTA

CERTIFICATE OF ANALYSIS/ CEPTH®HKAT AHAJIM3A

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

HauMenopanue npenapara TEKCAPEJI? TabieTiH, MOKPLITEIE TIEHOUHOA 660nouKkoil, 20 Mr
Batch no. / Homep cepun 1 22E09381A

Date of control / lata ananmsa ;o 13.07.2022

Manufacturing date / : 05.2022

Jara npoussoacrea

Expiry date / IaTta oxoH4JaHu4 1 04.2025

CpPOKAa Ir'oaHOCTH

TESTS MTIOKA3ZATEJIA SPECIFICATIONS / HOPMbI RESULTS / PE3YJIBTATDBI

Description / Onucanne Yellow with a brown shade, oval, biconvex Complies / CooTBeTCcTBYET
tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
JKenThle ¢ KOpPHYHEBRIM OTTEHKOM LBETA
OBaIbHEIE, JBOSKOBBILYKIBIE  TaOJeTKH,
TMOKPEITEIE TIEHOYHOT 060N04KOH, ¢ pHCKOH
Ha omHO#M cTopore. Ha momnepeuHoM paspese
AAPO APKO-KENTOTO IBETA.

| Identification (HPLC) / Retention time of the main peak in the | Complies/ CooTReTcTBYET
MopnunHoeTs (BIAX) chromatogram of test solution should comply
with retention time of the main peak in the
chromatogram of tenoxicam standard
solution (Assay). / Bpems yaepxuBaHAf
OCHOBHOTO IIHKA HAa  XpOMaTOTpaMMe
HCTIBITYEMOTO pacTeBOopa IOJKHO
COOTBETCTEOBATE BPEMEHH  YIepKHBAHHA
OCHOBHOTO IIHKA HAa  XpOMAaTOTpaMMe
CTAaHIApPTHOTO  pacTBopa  TEHOKCHKaMa
{pazzen «KonudecTEe HHOE OTIPENENEHHEN ),

Uniformity of weight / 18/20 tablets - not more than + 7.5%; Complies / CooTBeTcTBYET |

OaHOpoAHOCTL 10 MACCE 2/20 tablets - not more than = 15%. /
18/20 tabnerok - He Oonee + 7,5 %;
2/20 tabnerox - He 6onee £ 15 %o.

| Water / Boaa Not more than 7.5% / He 6omee 7,5% 5.5% |
' Disinteglﬁon / PacnagaemocTh Not more than 30 min. / He 6onee 30 mum, 3 min / 3 Mux — ‘
| Dissolution / PacTeopeHHe Not less than 75% (Q) of tenoxicam in 92 % ' ;

45 min./ He menee 75 % (Q) TeHOKCHKaMa
gyepes 45 MuH,

Related substances (HPLC) / PoacTeennbie npaMech (B27KX)

2-aminopyridine / Not more than 0.25 %/ Below LOQ (LOQ = 0,05%) /

2-aMHHOTHPHIHH He 6onee 0,25 % Huxe npeaena KOAHYECTBEHHOTO
onpenenerus (ITKO = 0,05 %)

* Individual unidentified impurity/ | Not more than 0.5 % /
Below LOQ (LOQ = 0,05%) /

Enppnnasan He 6omee 0,5 %

HeHCHTA(HIMPOBAKHAS! PHMECH Hwke npeneiia KOJAMYSCTBEHHOTO
P onpeacnenus ([TKO = 0,05 %)

Total impurities/u | Not more than 2.0% / 1 Below LOQ (LOQ = 0,05%) /

CymMma npumeceit He 6onee 2,0 % Huxe npezena KOIM4ECTBEHHOTO

onpeaencuns ([TKO = 0,05 %)
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CXGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIM3A

Name of Product /
HaumeHoBaH1e IpenapaTa
Batch no. / Homep cepun

Date of control / IaTa anaausa
Manufacturing date /

JaTa npouseoacTea

Expiry date / ITaTa oxoHuanust
CPOKA TOJHOCTH

TEXARED film coated tablets, 20 mg /

TEKCAPE/J® TabneTKE, NOKPLIThIE IeHOYHOH 0Gonouoii, 20 Mr

TESTS /MOKA3ATEJIX

Microbial limits / MukpobHosornyeckan 94HCTOTA

Total aerobic microbial count /
Obuee qHCITO a3pobHBIX
MHKPOOPTaHH3IMOB

Total combined yeast / moulds
count / O0miee YHCIIO APOFOKEBEIX
¥ MMAECHEBBIX TPHOOB

22E09381 A

13.07.2022

05.2022

04.2025

SPECIFICATIONS / HOPMbI RESULTS / PE3YJILTATDI

Less than 1000 CFU/g / <10 CFU/g/
He Gonee 1000 KOE/r <10 KOS/t
Less than 100 CFU/g / <10 CFU/g /
e Gonee 100 KOE/T <10 KOS/

E. coli

Shall be absent in 1g/ OtcyTcTBHE B 1 T

Absentin | g/
OtcyrcTBYeTB I T

| Uniformity of dosage units /
OnHOPOAHOCTE K03UPOBAHNSA
|

Acceptance value (AV) should not be more
than 15.0. / Mokasarens npueMueMoctd (AV)
nomkeH OLiTh He Honee 15,0,

Complies / COOTBGTCTB)I;
AV =18

| Assay (HPLC) /
KonHnuyecTBeHHOE OINpeae/IcHHE
(BIKX)

Package / ¥naxoexa

90.0% to 1100% of CiHN;O48:
(tenoxicam) in a tablet of label claim. /
Or 90,0% Jo 110,0% C[3H1]N304SQ
(TeHoKcHKam) B TabNeTke OT HOMHHAIBHOTO
CO,I[ep}KaHl/UI.

101,6 %

10 tablets in PVC/aluminum foil blister.
1 blister and a patient information leaflet in a
carton. / Ilo 10 rabnerox B OnucTepe M3
[BX/amoMunreroii donbry. ITo 1 Gnuactepy
BMECTe ¢ MHCTpYKUMEH [0 NpHMEHEHHIO
MOMEIIAIOT B TAYKyY KAPTOHHYIO.

10 tablets in PVC/aluminum
foil blister. 1 blister and a
patient information leaflet in a
carton. / Io 10 Tabnerox B
Onmuctepe H2
NBX/amomunnesoii  QoJbru.
ITo 1 Gnucrepy BMecTe ¢
WHCTPYKUACH 10 NPUMEHEHHIO
MOMEIIAIOT B Ia4Ky
KapTOHHY 10.

Labeling TMapKHPOBRa

According to normative document /
B COOTBETCTBHA c HOpPMAaTHUBHOH
IOKyMeHTalmeH

Compilies / CooTBeTcTBYET

Storage / XpaneHue

In original package (blister in a carton}, at temperature below 25°C. /
B opursHansHoH ynakoeke (6IUcTep B Nauke) APH TEMIEPAaTyPe HE BHILIE

25°C.

Shelf-life / Cpok ropHocTH

| 3 years. /3 roga.

Assessment /
3axmovueHue:

The batch complies with the specifications according to ND JIC-000294-151021 / Cepua
COOTBETCTBYET TPEOOBAHHAM HOpMATHBHOTO AoKyMeHTa JIC-000294-151021.
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