CERTIFICATE OF ANALYSIS / CEPTHOHKAT AHAJIN3A

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

HanmMeroBaHHe npenapara TEKCAPE/I® Tal/ieTKn, MOKPLITLIE IIEHOUHOH 060/109K0#, 20 M
Batch no. / Homep cepun T 24G04631A

Date of control / JaTa anannza ;092024

Manufacturing date / : 08.2024

Jara nponseoacTea

Expiry date / laTa oxoHwanus ;o 07.2027

CpOKa reaHoCTH

TESTS TIOKA3ATEJHA SPECIFICATIONS /f HOPMbI RESULTS / PEIVJILTATBI

Description / Onucanne Yellow with a brown shade, oval, biconvex | Complies / CooTBeTcTBYET
tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
Hentele ¢ KOPWUHEBHIM OTTEHKOM LBETa
OBaNbHBIE, JBOAKOBHIMYKNIEIE TalIeTKH,
TIOKPEIThIe INIeHOYHOH 060mo9Koli, ¢ pHckoi
Ha oFHol cTopore. Ha TonepeTHOM paspese
AP0 APKO-KENTOTO LIBETA.

Identification (HPLC) / Retention time of the main peak in the Complies / CooTBeTCTBYET
HopnrnnocTs (BIKX) chromatogram of test solution should comply
with retention time of the main peak in the
chromatogram of tenoxicam standard
solution (Assay). / Bpemsa yzaepxupaHus
OCHOBHOTC TIHKA HAa  XpOMATorpamMme
HACTILITYEMOTO pacteopa IOJHKHO
COOTBETCTBOBATL BPEMEHH YIEPKHBAHUA
OCHOBHOIO THKA Ha XpoMaTorpaMme
CTAaHOAPTHOLO  pacTBopa  TEHOKCHUKAMA
{paznen «KonnuecTBeHHO® ONpeIeIeHHes ).

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

OIHOPOAHRGCTL N0 Macce 2/20 tablets - not more than + 15%. /
18/20 TabneTok - He Goaee + 7,5 %;
2/20 TabneTok - He Gonee = 15 %,

Water / Bona Not more than 7.5% / He 6onee 7,5% 4.9 %
Disintegration / PacnagaemMocTh Not more than 30 min. / He 6onee 30 mumn. 1 min / 1 Mmun
Dissolution / PacTeopenne Not less than 75% (Q) of tenoxicam in 92 %

45 min./ He menee 75 % (Q) TeHOKCHKaMa
gepes 45 MUH,

Related substances (HPLC) / PoacTeenHbie npAaMecH (BIAKX)

2-aminopyridine / Not more than 0.25 % /
2-aMHHOTIHPH/IHH He 6onee 0,25 % .| Not detected / He oGuapy:xena

Individual umidentified impurity/ | Not more than 0.5 % /

Enprmynas He Gonee 0.5 % Not detected / He o6mapyxeHa
HeHASHTH(MIINPOBAHHAS TIPHMECH

Total impurities / Not more than 2.0% /
Cymma nprmeceit He Goxee 2,0 % Not detected / He oOHapy:xena

Microbial limits / MukpoGHo10rHYecKan YHCTOTA

Total aerobic microbial count / | Less than 1000 CFU/g / [ <10 CFU/g/
Obuee YHCTIO aspobunix | He Goree 1000 KOE/r < 10 KO2/r
MHKPOOPTaHH3MOB
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CERTIFICATE OF ANALYSIS / CEPTU®PHKAT AHAJI3A

Name of Product /
HaimMeHoBanne npenapara
Batch no. / Homep cepun

Date of control / Jara ananusa
Manufacturing date /

JlaTa npou3BoIcTBR

Expiry date / laTa oxoH4yanus
CpOKa TOAHOCTH

TEXARED film coated tablets, 20 mg /

TEKCAPEJ® 1aéuerku, 1OKpbITHIE IVIEHOUHOI 06os10uKoii, 20 Mr

24G04631A
09.2024
08.2024

07.2027

TESTS MIOKA3JATEJIH

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJIBTATHI |

Total combined yeast / moulds

count / OOHIee YHCIO APOAIKEBHIX

U TUIECHEBEIX TPHGOB

Less than 100 CFU/g /
He 6onee 100 KOE/T

<10 CFU/g/
<10 KO/

E. coli

Shali be absent in 1g/ OtcyrcTBHe B 1 T

Absentin1g/
OtcytcTByeTB 1 1

' Uniformity of dos:ige units /

Acceptance value (AV) should not be more

Complies / CooTBeTcTBYET

OnHopoIHOCTS 103HPOBAHASA than 15.0. / Iloxazatens npHemMiueMoct (AV) AV =61
JopxeH ObITh He Sonee 15,0.
Assay (HPLC) / 90.0% to 110.0% of Ci:HiN3O4S: 102,0 %

KonnecTBeHHOE onpene/icHHe
(BIXKX)

(tenoxicam) in a tablet of label claim. /
Ot 90,0% a0 110,0% C]3H11N304Sz
(TeHoKcHKaM) B TalleTke 0T HOMHHAIBHOTO
CONEPKAHMA.

Package / Ynakoexka

' Labeling / MapxapoBka

| TIBX/amomMuHueroi donsrn. ITo 1 Gmucrepy

10 tablets in PVC/aluminum foil blister.
1 blister and a patient information leaflet in a
carton. / Ilo 10 Tabmetox B OnHcTepe M3

BMECTE C HHCprK[IHeﬁ N0 TPAMEHEHHAID
IIOMEMAIOT B NIAaYKy KapTOHHYHD.

10 tablets in PVC/aluminum
foil blister. 1 blister and a
patient information leaflet in a
carton. / Ilo 10 rabnetox B
bmmcTepe w3
IIBX/amomuHneBo#  (HoNery.
Mo 1 Onucrepy BMecTe ¢
HHCTPYKIHEH 10 MPHMEHEHUIO
MOMEeIAT B NauKy
KapTOHHYIO,

According to normative document /
B COOTBETCTBMH ¢ HOPMaTHBHOH
JOKYMEHTaLHeH

Complies / Coorsercrayer

Storage / XpaHeHue

In original package (blister in a carton}, at temperature below 25°C. /
B opurnnaneHoii ynakoske (0a11cTep B Iadke) OpH TEMIEpaType He BHIIE

25 °C.

Shelf-life / Cpox rogHocTH

3 years. / 3 ropa.

Assessment /
3akmoucHue:

The batch complies with the specifications according to ND JIC-000294-151021 /
Cepus cOOTBETCTRYET TpeOOBAHHAM HOpMAaTHRHOTO AokymenTa JIC-000294-151021.

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

Tenoxicam / TeHOKCHKaM

API manufacturer batch number /
Homep cepan npoussoantens ADC:

FP Manufacturer API Batch number /
Homep cepan cyGeranunn npoussoautenn I'JI@:

92035723

_\

24113479

API Manufactured by & country /

Tipouseogurtens APC, crpana:

R GE

D yag 527

Edmond Pharma S.r.L., Italy /
Onmonn Papma, C.p.JL., HUranus
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