CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIU3A

TEXARED film coated tablets, 20 mg /
TEKCAPEJ® 1a61eTKH, MOKPLITLIE IIeHOYHOIH 060a04K0i, 20 Mr

Name of Product /
HaumeHoBaHHE NIpenapaTa

| RESULTS / PE3YJIbTATBI

Complies / CooTReTcTBYET

Complies / CooTBeTcTBYET

Batch no. / Homep cepun 24K07851A

Date of control / JaTa ananuza 11.2024

Manufacturing date / 10.2024

Jara npousseiacTsa

Expiry date / TaTa oxonuaHasa 09.2027

CPOKa rOAHOCTH

TESTS TIOKA3ZATEJHA _ SPECIFICATIONS / HOPMbI

Description / Onucanne | Yellow with a brown shade, oval, biconvex
tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
KenTeie ¢ KOPHUHCBHIM OTTEHKOM LBETA
OBanbHEle, JBOAKOBBIOYKIEIe Tabnerky,

| MOKpPHITEIE TUTeHOUHOH 000I04KO#H, ¢ pHCKOH

Ha ofiHoit cropoHe. Ha momepedHoM pazpese
AOPO APKO-KEITOTO 1IBETA.

Identification (HPLC) / Retention time of the main peak in the

IMogmunnocTs (BIAKX) chromatogram of test solution should comply
with retention time of the main peak in the
chromatogram of tenmoxicam standard
solution (Assay). / Bpems ynepxkuBaHRs
OCHOBHOTO IMKA Ha  XPOMATOTPaMMC
HCIILITYEMOTO pacTBopa JOMDKHO
COOTBETCTBOBATL BPEMEHM  yAepiKUBaHHs
OCHOBHOTO IIHKA Ha  XpOMAarorpamme
CTAHFAPTHOTO  pacTBOpa  TeHOKCHKama
{(pasaen «KonnkgecTBeHHOE OTIpeACHEHHER ).

Unifermity of weight / 18/20 tablets - not more than = 7.5%;

OaHOpOAHOCTE O Macce

2/20 tablets - not more than & 15%. /
18/20 tabnerok - Be Donee = 7,5 %;
2/20 TabneTok - He Gonee = 15 %a.

Complies / CooTBeTcTBYET

Water / Bona

Not more than 7.5% / He Gonee 7,5%

58%

Disintegration / PacnagaemMocts

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

2 min / 2 MMH

Dissolution / PacTBopenne

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

100 %

Related substances (HPLC) / Poacree

HHBIe npaMecH {BIKX)

2-aminopyridine /
2-aMHUHOTIHPHJINH

‘Individual unidentified impurity/

EnuHuyHas

HEMACHTAQHIMPOBAHHAS IPHMECH

Total impuTities /
CyMMa nprMeceii

Not more than 0.25 % /
He 6onee 0,25 %

Not more than 0.5 % /
He 6omee 0,5 %

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

| Microbial limits / MukpoGHoiornyeckas 4YHCTOTA

Total aerobic microbial count /| Less than IOORFU/g/

Obwee YHCAO aspoOHex | He Gonee 1000 KOE/T

MHKPOOPTaHH3MOB

<0,05/ <0,05

<0,05/<0,05

<0,05 / <0,05

[ <10 CFU/g /
<10 KO/r
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CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIN3A

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

Haumenoranne mpenapara TEKCAPEJ® TaGneTkun, NOKpLITHIE NIeHOMHO# 060049k, 20 Mr

Batch no. / Homep cepun 24K07851A

Date of control / TaTa anaauza 11.2024

Manufacturing date / 10.2024

JarTa npousBoacTBa

Expiry date / lara oxonuanust 09.2027

C¢pOKa roJHOCTH

TESTS MOKA3ZATEJIA SPECIFICATIONS / HOPMBI RESULTS / PE3YJBTATLI

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

H [LIeCHEBHIX [pubos

E. coli

Shall be absent in g / OtcyrcTRRE B I T

| Uniformity of dosage units /
OnHOpOAHOCTE A03HPOBAHHS

“Assay (HPLC) /
KousinuecTBeHHOE onpeag/ieHHe
(BIKX)

: Package / YnakoBka

[ Lab_eling / Maplcnpom_ca

Acceptance value (AV) should not be more '
than 15.0. / Moxazarens npuemiemoct (AV)
JomKeH OpITh He Domee 15,0.

90.0% to 1100% of CisHyN3O48:2
(tenoxicam) in a tablet of label claim. /
Or 90,0% a0 ]10,0% CisH1:N304S;
(TeHOKCHKAaM) B TabIeTKe 0T HOMHHANEHOTO
colepKaHA.

Absentin 1 g/
OtcyrctBYeTB 1 1

_Compﬁs / CooTBeTCTRBYET
AV =356

99,6 %

10 tablets in PVC/aluminum foil blister.
1 blister and a patient information leaflet in a
carton. / [To 10 TaGmetox B OGmmcTepe u3
TIBX/amomunueBoii Gponsru. [To | dnucrepy
BMECTE€ ¢ MHCTPYKLUHSH N0 NpHMEeHeHW
TIOMEILAOT B IAYKY KAPTOHHYO.

| KapTOHIYIO.

10 tablets in PVC/aluminum
foil blister. 1 blister and a
patient information leaflet in a
carton. / ITlo 10 Tabnetok B
fancrepe w3
IMBX/amoMuHreROH  (ONBrH.
Mo 1 6nuctepy BMecTe C
HHCTPYKUHCH M0 NPUMEHEHHI}
TOMCIOA0T B mavKy

document /
HOpPMAaTHBHOH

According te normative
B COOTBETCTBHH C
JOKYMeHTaIMeH

Complies / CooTeercTRBYET

_Storage / Xpanenne

In original package (blister in a carton), at temperature below 25°C. /
B opurunHanbHO# ynakosxe (bnucTep B auke) OpH TeMIEpaType He Bolile

25°C.

Shelf-life / Cpox rozrocTn

3 years. / 3 ropa.

Assessment /
3akmoueHue:

API name (INN) / nanmenopanue APC (MHH):

The batch complies with the specifications according to ND JIC-000294-151021 /
Cepua cooTBeTCTBYeT TpeboBaHUIM HOpMAaTHBHOIO HoKkymenrta JIC-000294-151021.

Tenoxicam / TeHOKCHEKaM

API manufacturer batch number /
Honep cepHH npouzsognTensi AQC:

FP Manufacturer API Batch number /

92003424

Homep cepun cyGeTanuun npoussoanTensa IJA@:

AP1 Manufactured by & country /

Hpouseoautens ADC, eTpara:

Edmond Pharma S.r.L., Ttaly /
Smmoug ®apuma, C.pJL., Uramma

24115124
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