CERTIFICATE OF ANALYSIS / CEPTH®HUKAT AHAJIA3A

TEXARED film coated tablets, 20 mg /
TEKCAPE/J® Tabierku, NoKpeITLIE IeHouHodl 060104k, 20 MT

Name of Product /
HanmeHoBaHue npenapaTa
Batch no. / Homep cepun

Date of control / Jata anamusa
Manufacturing date /

Jdarta npouisojgcTea

Expiry date / Mata okoHuanus
CpOKa FOXHOCTH

TESTS MOKA3ATEJIN
Description / Onncanne

Kdentification (HPLC) /
Hopaannecets (BOWKX)

24I105311A
09.2024
08.2024

07.2027

SPECIFICATIONS / HOPMbI

Yellow with a brown shade, oval, biconvex [

tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
XKenthle ¢ KOPHYHEBHIM OTTEHKOM UBETA
OBajlbHBIE, JABOAKOBBINYKIHE TabNeTKH,
IIOKPBITHIE TIEHOUHOH 060n04Kof, ¢ pHcKoi
Ha 0ZHOH cTopore. Ha nonepeunoM paspese
SLIPO APKO-KENTOrO LBETA.

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). / Bpems yrmepwuBanus
OCHOBHOTO  [IMKZ H4  XPOMATOIPaMMe
HCTIBITYEMOT 0 pacTBopa TOIKHO
COOTBETCTBOBATL BPEMEHH YASKHBAHHA
OCHOBHOTO TIHKA Ha  XpOMaTOrpaMMe
CTAHTAPTHOTO  pacTBOpa  TEHOKCHKAMa
(paznen « KonmuecTBeHHOE OTIpeIeieHHey ).

RESULTS / PE3VJIBTATHI
Complies/_COOTBeTCTByeT

Complies / CoorseTcTByeT |

Uniformity of weight_/
OaHopoIHOCTE 110 Macce

18/20 tablets - not more than + 7.5%;
2/20 tablets - not mote than + 15%. /
18/20 TabneTok - He Gonee + 7,5 %;
2/20 TabneTok - He Goee + 15 %.

Complies / CooTseTCTBYET

| Water / Boga

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

Disintegration / PacnagaemocTn

Dissolution / Pacrsopenne

Related substances (HPLC) / Poacree

2-aminopyridine /
2-aMHHONHPHIIMH

Not more than 30 min. / He 6onee 30 mun,

Individual unidentified impurity/ |

Envnmunag

HeHACHTHQHIHPOBAHHAS IPHMECE

Not less than 75% (Q) of tenoxicam in
45 min./ He menee 75 % {Q) TeHOKCHKaMa
uepes 45 MHH.

HHLIE npuMecH (BDIKX)
Not more than 0.25 % /
He Gonee 0,25 %

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

Total impurities /
Cymma npaMeceii

6.4 %

Not more than 2.0% /
He dounee 2,0 %

Microbial limits / MukpoGronornueckas YueToTa

Total aerobic microbial count / | Less than 1000 CFU/g /

Obniee YHCIIO
MHKpPOOPTaHH3MOB

azpoOHBIX | He 6onee 1000 KOE/r

1 min / 1 My

37 %

Not detected / He oOHapy:xena

Not detected / He oGHapy:xena

Not detected / He obmapyxeHa

<10 CFU/g/
<10 KO3/
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CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A

Name of Product /
HanmeHoBarHe npenapaTa
Batch no. / Homep cepuu

Date of controt / Jata ananmuza
Manufacturing date /

JaTta nponssoactra

Expiry date / JaTa oxonuanus
€pOKa roHOCTH

TEXARED film coated tablets, 20 mg /

TEKCAPEJ® radnerku, moxpLIThIe NIeHOuHOI 06oa0uKoii, 20 Mr

24H05311A
09.2024
08.2024

07.2027

TESTS MOKA3ZATEJH

Total combined yeast / moulds
count / ObIiee UMCTIO APOKIKEBEIX
H IDIeCHEBEBIX rpudor

SPECIFICATIONS / HOPMbI

| Less than 100 CFU/g /

He 6omee 100 KOE/T

| E. coli

| Shall be absent in 1g / OtcyTcTRHE B 1 I

Uniformity of dosage units /
OaHOpPOAHOCTE 103HPOBAHNS

Assay (HPLC)/
Konn4yecTBenHoe onpeaejieHHe
(BIHKX)

Acceptance value (AV) should not be more .

than 15.0. / TTokasarens npreMiIeMocTH (A V)
noipkeH ObITh He Gomee 15,0,

90.0% to 1100% of CisHIN3OS:
(tenoxicam) in a tablet of label claim. /
Ot 90,0% pi o] 110,0% C13H11N304Sz
(TeHOKCHKAM) B TabJeTKe 0T HOMMHATEHOTO
COACPKaHud.

RESULTS /PE3YJIBTATLI

<10 CFU/g/
<10 KO3/t

Absentin 1 g/
OtcyrctByeTB I T

Complies / CooTBeTCTBYET
AV =24

102,0 %

Package / Ynakorka

Labeling / Mapkupobka

Storage / Xpanenune

10 tablets in PVC/aluminum foil blister.
1 blister and a patient information leaflet in a
carton. / [lo 10 tabnetox B OGmictepe u3
TIBX/amomunneroif doneru, Tlo [ Gnucrepy
BEMECTe C HMHCTPYKIMeH M0 NpPHMEHEHHIO
TIOMELIAKT B IAYKY KapTOHHYIO.

According to normative document /
B COOTBETCTBHH c HOPMAaTHBHOM
NOKYMEHTAIHekH

25°C.

In original package (blister in a carton), at temperature below 25°C. /
B opurunanenoi ynakorke (01icTep B nagke) IpH TeMIepaType HE BBILIC

10 tablets in PVC/aluminum
foil blister. 1 blister and a
patient information leaflet in a
carton. / Ilo 10 Tabnerox B
OmucTepe H3
IBX/amoMuHKeROH  osBra.
Ilo | Gnucrepy BMecTe ¢
HHCTPYKLMEH 110 MpUMEHEHHIO
MOMEINa0T B TIauKy
KapTOHH} 10

Complies / CooTreTCTRYET

Shelf-life / Cpox roanocTn

| 3 )Tears. /3 ropa.

Assessment /
Janoyenue:

The batch complies with the specifications according to ND JIC-000294-151021 /
Cepus cooTBeTCTBYET TpeOOBAHHIM HOPMATHBHOrO AckymeHTa JIC-000294-151021.

API manufacturer batch number /
Homep cepnu nponseoauTe s ADC:

API name (INN) / nanmeHoBanne A®C (MHH):

FP Manufacturer API Batch number /
Homep cepuu cybecrannum npoussoautens FJID:

Tenoxicam / TeHoKcHKaM

' 92035723

24112701,24114620

| API Manufactured by & country /
| ITponspoantens A®C, cTpana:

Edmond Pharma S.r.L., Italy / |
amona Dapma, C.p.JL, Hranus |

{’ r}f"f 2609, 202

¥
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