CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Preduct /
HanmenoBanue npenaparta
Batch no. / Homep cepun

Date of control / JlaTa ananusa
Manufacturing date /

JarTa npouseoacTea

Expiry date / JlaTa okoHuaHus
CpOKA rOJHOCTH

TEXARED film coated tablets, 20 mg /

TEKCAPEJ® TaGerkn, DOKPLITHIE I1€HOUHOI 0601049K0i, 20 Mr
24G04621A

08.2024

08.2024

07.2027

TESTS /MOKA3ZATEJIN

SPECIFICATIONS / HOPMBbI | RESULTS / PE3YJIbTATBI

Description / Onucanne

Identification (HPLC) /
IoanuuaocTs (BIXKX)

_Uniformity of weight /
OJHopoZHOCTE 10 Macce

Water / Boga

Disintegration / PacnapaemocTb

Dissolution / PacTeopenne

Yellow with a brown shade, oval, biconvex Complies / CooTReTCTBYET
tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
HKenThle ¢ KOPHYHEBHIM OTTEHKOM LIBETA
OBAJILHBIC, BOAKOBHLITIYKABIE  TabNEeTKH,
NOKPBITBIE IUIEHOUHOH 000N0YKOMH, ¢ pUCKOH
Ha 0HO# cTtopone. Ha nonepeunom paipese
AAPO APKO-KENTOrO MBETA.

Retention time of the main peak in the | Complies/ CoorBeTcTBYET
chromatogram of test solution should comply
with retention time of the main peak in the
chromatogram of tenoxicam standard
solution (Assay). / BpeMsa yaepKHBaHUS
OCHOBHOTO TIMKa Ha  XpoMarorpamme
ACIBITYEMOTO pacTeopa JOTKHO
COOTBETCTBOBATL BPEMeHH VIepKHBaHHA
OCHOBHOTO INHKAa HA  XpOMaTorpaMMe
CTAHNAPTHOTC  PAcTBOpa  TeHOKCHUKAMA
{paznen «KonH4ecTBeHHOE ONPENeIeHHeE ).

18/20 tablets - not more than + 7.5%; | Complies / CootseTcTBYET
2/20 tablets - not more than £ 15%. /

18/20 Tabnetok - ve Gonee + 7,5 %;

2/20 TabneTox - ne Gonee + 15 %.

Not more than 7,5% / He Gonee 7,5% 5.4 %
Not more than 30 min. / He bonee 30 mMuan, 2 min/ 2 MHH
Not less than 75% (Q)) of tenoxicam in 93 %

45 min./ He Menee 75 % (Q) TeRoKCHKaMa
gepes 45 MUH.

Related substances (HPLC) / PoacTeennnle npumecH (BIXKX)

2-aminopyridine /
2-aMUHOTUDH/TUH

Individual unidentified impurity/
Eqvununan
HeHACHTH(ULIMPOBAHHAS IPHMECE

Total impurities /
Cymma npumeceii

Not more than 0.25 % / |

He 6onee 0,25 % Not detected / He o6mapyxeHa

Not more than 0.5 % /

He bonee 0,5 % Not detected / He ofHapyxena
| Not more than 2.0% /

He Gonee 2,0 % Not detected / He obnapyxena

Microbial limits / Mukpo6uonoruieckasi 4HCTOTA

Total aerobic microbial count /
Obwee YHCHIO adpOOHBIX
MHKPOOPTaHU3MOB

Less than 1000 CFU/g / <10 CFU/g /
He 6onee 1000 KOE/r <10 KO3/t

1of2



CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIM3A

TEXARED film coated tablets, 20 mg /
TEKCAPEJ® TabaeTkH, NOKPEIThIE NAHOYHOI 06oa0uKoii, 20 Mr

Name of Product /
HaumeHoBanue npenapata
Batch no. / Homep cepun

Date of control / JaTta anannza
Manufacturing date /

Jata npounseoacTea

Expiry date / laTa okonuanng
€pOKA roJiHOCTH

TESTS MTOKA3SATEJHA
Total combined yeast / moulds

M ILIECHEBBIX IPHOOR

E. coli

Uniformity of dosage units /
| OanopoanceTh 103HPOBAHNS

24G04621A
08.2024
08.2024

07.2027

SPECIFICATIONS / HOPMBI

RESULTS / PE3YJIBTATEI

| Less than 100 CFU/g /

| Shall be absent in 1g / OtcytctBre B 1 1

count / Ob1ee ancno Aposokessix | He Gonee 100 KOE/r

<10 CFU/g /
<10 KO3/r

Acceptance value (AV) should not be more
than 15.0. / [TokazaTens npueMireMocTH (AV)
JoixeH OwITh He Gontee 15,0.

Assay (HPLC)/
KonuvecTBeHHoe oNpeaeieHne

(BIKX)

90.0% to 110.0% of CpiHIN:O4S;
(tenoxicam) in a tablet of label claim. /
Or 90,0% 20 110,0% Ci3sH1N3048;
{TeHoKkCHKaM) B TAONETKE OT HOMHHATIEHOTO
COOEPKaHn:.

Absentin 1 g/
OrtcytctByeTB 1 T

Complies / CootBeTCTBYST
AV=40

100,7 %

Package / Yuakoska

10 tablets in PVC/aluminum foil blister.
| blister and a patient information leaflet in a
carton. / ITo 10 Tabaerox B OmucTepe u3
IIBX/anromMunnesoii donsru. Tlo 1 Gnuctepy
BMECTE ¢ HMHCTPYKUHEH [0 NpUMEHEHHIO
MOMELIAIOT B NAaUKy KapTOHHYIO.

10 tablets in PVC/aluminum
foil blister. 1 blister and a
patient information leaflet in a
carton. / Ilo 10 rabuerox B
6nuctepe u3
[IBX/amomMuHneBol  oxsrh.
Ho 1 G6aucrepy BMecTe ¢
HHCTPYKLHE 10 OpAMeHEHHIO
MOMeNaIoT B TagKy
KapTOHHYIL.

Labeling / Mapkupogia

According to

document /
HOPMAaTHBHOM

normative
B COOTRETCTBHH C
JOKyMEHTauHeH

Complies / CootreTcTRYST

Storage / Xpanenue

" Shelf-life / Cpok rogHocTH

Assessment /
3aroueHne:

In original package (blister in a carton), at temperature below 25°C. /
B opurnHaneHol yoakoske (GnucTep B MaUKe) NPH TEMIEPATYPe He BHIINE

25°C,

3 years. / 3 roga.

The batch complies with the specifications according to ND JIC-000294-151021 /
Cepus cooTreTcTBYeT TpeGoBanusaM HOpMaTHBHOTO HokyMeHTa JIC-000294-151021,

Tenoxicam / TeHOKCHKaM

API name (INN) / nanmenoBanne ALC (MHH):

API manufacturer batch number /
Homep cepu# nponseoautens ADC:

| FP Manufacturer API Batch number /
Homep cepun cyberanuun nponseoantens LJIM;

API Manufactured by & country /
ITponspoaurens ADC, crpana:

92035723

24113479

Edmond Pharma Sr.L., Faly /
OmMong ®apma, C.p.J1., Uraina
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