CXGENSENTA

CERTIFICATE OF ANALYSIS/ CEPTH®UKAT AHAJIU3A

Name of Product /

HaumenoBaHHe npenaparta

Batch no. / Homep cepuu

Date of control / {aTa anannza

Manufacturing date /
JaTta npouiBoacTea

Expiry date / laTa oxoH4aHus

CPpOKa rOTHOCTH

Description / Onucanue

' Identification (HPLC) /
Iogauudocers (BIKX)

TESTS /MMOKA3ATEJN

TEXARED film coated tablets, 20 mg /

TEKCAPEA® 1a6ierku, n0KpLITLIE MIEHOYHOH 060m04Koii, 20 Mr

22E09391A
13.07.2022
05.2022

04.2025

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJABTATH

Yellow with a brown shade, oval, biconvex
tablets, film-coated scored on one side. Core
in the cross section of a bright vellow color. /
Kenrtole ¢ KOPHYHEBLIM OTTECHKOM UBETA
OBJILHBLIE, JBOSKOBBINYKALIe  TabIeTKH,
MOKPBITEIE ITICHOYHOI 00010UKOH, ¢ pHCKOH
Ha ofHO# cTopone. Ha nonepeunom paipese
AP0 APKO-KCEITOr0 LIBETA,

Complies / CooTBeTCTBYCT

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). / Bpemsa ynepxuBaHus
OCHOBHOIO MNUKA Ha  XpPOMaTOTpaMMe
HCHBITYEMOTO pacTBopa JIOTKHO
COOTBCTCTBOBATL BPEMEHH  YACPMKHBAHHA
OCHOBHOIO M#Ka Ha  XpOoMaTOrpaMme
CTAHOAPTHOIO  PacTBOPa  TEHOKCHKAMA
(paznen «KommiecTBEHHOE ONPENEIICHUEN ).

' Uniformity of weight /
OanopoeaHOCTL MO Macce

“Water / 73(_))13

18/20 tablets - not more than + 7.5%;
2/20 tablets - not more than = 15%. /
18/20 TabneTox - He bomee + 7,5 %6;
2/20 tabnetox - He Gonee = 15 %.

Complies / CooteeTcTBYCT

Complies / CooretcTayer

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

Disintegration / Pacnagaemocth

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

| Dissolution / lgcraopenne

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

Related substances (HPLC) / PoacTeenHBIe npuMecH (BIAKX)

2-aminopyrime /
2-aMUHOTIUPUIHH

| Not more than 0.25 %/
He Gonee 0,25 %

Individual unidentified impurity/ | Not more than 0.5 %/

Enusuunas

HeHAEHTH(PHIHPOBAHHAA TIPAMECH

He 6osee 0,5 %

Total impurities /
CymMma npumMeceii

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

43%

3 min/ 3 MuH

94 %

[ Below LOQ (LOQ = 0,05%) / |

Hske TIIpEaena KONAYSCTBCHROTO
onpeaenenns ([TIKO = 0,05 %)

Below LOQ (LOQ = 0,05%) /

Hmxke npenena KOMHUECTBEHHOTO
onpeaenenns (ITKO = 0,05 %)

Below LOQ (LOQ = 0,05%) /

l Huxe npeacna KOMUYECTBREHHOTO

onpenenenuy (ITKO = 0,05 %)
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EXGENSENTA

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

Name of Product /
HaumeHoBanHne npenaparta
Batch no. / Homep cepun

Date of control / TaTa anannsa
Manufacturing date /

Jara nponssoacTea

Expiry date / JaTa okonvyannsn
CPOKA I'OAHOCTH

TEXARED film coated tabiets, 20 mg /

TEKCAPEJ® Ta0neTkH, NOKpPLITLIE IienouHoii 06oa0ukoit, 20 Mr
22E09391A

13.07.2022

05,2022

04.2025

TESTS /TIOKA3ATEJIHA SPECIFICATIONS /f HOPMbI RESULTS / PE3YJBTATHI
Microbial limits / MukpoGnonornyeckan 4YHCTOTA
| Total aerobic microbial count /| Less than 1000 CFU/g/ <10 CFU/g /
Obuee HHCIIO aspoburix | He 6onee 1000 KOE/r <10 KOS/t
MHKDPOOPTAHHIMOB
Total combined yeast / moulds Less than 100 CFU/g / <10 CFU/g/
count / Obmee uncno apoxoxessix | He Gonee 100 KOE/r <10 KOD/r

H IUIECHERBIX IPHOOR

E. coli

[ Uniformity of dosage units /
OaHOpPOAHOCTD AV3HPOBAHAS

Shall be absent in 1g / OrcyTcTBHE B 1 T Absentin 1 g/

OrcyTeTRYETB 1 T

Acceptance value {(AV) should not be more Complies / CooTBeTCTBYET

. Assay (HPLC)/
KoauuecrBenHoe onpeaenenne
{BIKX)

Package / ¥nakoska

|10 tablets in PVC/aluminum foil blister.

than 15.0. / TToxa3aTens npreMneMoctH (AV) AV =22
JokeH OpIThL He Oonee 15,0,
90.0% to 1100% of CiHiN3O4S; 1029 %

{tenoxicam) in a tablet of label claim. /
Or 90,0% mo 110,0% CiHNsQ4S:
{Tenokcukam) B TabneTke 0T HOMHHAILHOTO
COJIEPKAHUS.

10 tablets in PVC/aluminum
foil blister. 1 blister and a
patient information leaflet in a
carton. / Ilo 10 Tabnetox B
Grucrepe M3
TIBX/amoMuHnAeBOi  GoNbTH.
ITo 1 Gnucrepy BMecTe ¢

| HHCTPYKUHACH 110 NIDHMEHSHKIO
NnoMe1maroT B nayKy
KapTOHNY 10.

1 blister and a patient information leaflet in a
carton. / Tto 10 rabnetok B Onucrepe u3
[BX/amoMunuesoii posbru. [o 1 dmucrepy
BMECTE € MHCTPYKUMEH TI0 NPHMEHEHHID
NMOMELLAIOT B NAYKY KAPTOHHYIO.

| Labeling / MapxupoBka

document /
HOpMaTHBHOH

According to normative Complies / CooTBeTCTRBYET
B COOTBETCTBHU c

NoKyMeHTalue

|
Storage / Xpanenne

In original package {blister in a carton), at temperature below 25°C. /
B opuruHantHoil ynaxopke (6aHcTep B Iauke) Npu TeMIEPATYPE HE BHIIE
25°C.

i Shelf-life / Cpox roaHocTH

3 years. / 3 rona.

Assessment /
3arodeHne:

The batch complies with the specifications according to ND JIC-000294-151021 / Cepus
COOTBETCTBYET TPeOOBaHKAM HOpMaTHBHOrO AokymenTa JIC-000294-151021.




