CERTIFICATE OF ANALYSIS / CEPTH®UKAT AHAJIU3A

TEXARED film coated tablets, 20 mg /
TEKCAPEJ® Taén1eTKn, NOKPLITLIC ITCHOYHOH 060104K0ii, 20 MT

Name of Product /
HaumenoBanue npenapara

Batch no. / Homep cepun 23L17531A
Date of control / laTa ananmza 12.2023
Manufacturing date / 11.2023
JlaTta npousBoacTBa
Expiry date / JaTa okoH4YaHHA 10.2026
CpoKa rOAHOCTH
TESTS MOKA3ATEJIN SPECIFICATIONS / HOPMbI

] RESULTS / PE3YJILTATHI

Description / Onucanue

tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color. /
Kenreie ¢ KOpPHYHEBBIM OTTCHKOM 1IBCTa
OBANLHEIE, [OBOSKOBRINMYKIBIE  TabNeTKH,
MIOKPBITEIE TNEHOYHON 00010UKOi, ¢ pucKOR
Ha ofHo# ¢Topone. Ha nonepeunom paspese
ANPO APKO-KENTOTO LBETA.

Yellow with a brown shade, oval, biconvex |

Complies / CooTBeTcTBYET

Identification (HIPLC) /
IMoanuanocts (BIXKX)

chromatogram of test solution should comply
with retention time of the main peak in the
chromatogram of tenoxicam standard
solution (Assay). / Bpemsa ynepxHBaHHUA
OCHOBHOTO IIHKA HAa  XpOMaToTpaMMe
HCOBITYEMOI0 pacrtBOpa JIOJIHO
COOTBETCTBOBATE BPEMEHH YICPKUBAHHA
OCHOBHOTO MHKa HAa  XpOMarorpaMme
CTAHJIAPTHOTO  pacTBOpa  TEHOKCUKAMa
(pazgen «KomrgecTBeHACE ONPeAcieHHEY ).

Retention time of the main peak in the |

Complies / CooTBeTCTBYET

Uniformity of weight /
OIHOPOTHOCTE N0 Macce

18/20 tablets - not more than + 7.5%;
2/20 tablets - not more than + 15%. /
18/20 tabnerox - ue Gonee + 7,5 %,;
2/20 tabneTok - He Gonee + 15 %.

Complies / C;OTB_G;CTByET

Water / Boma

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

42%

Disin_tegration / PacnanaeMocThb

Not more than 30 min. / He 6oxee 30 mumn.

2 min / 2 MUH

Dissolution / PacTBopenne

Related substances (HPLC) / PoacrBennbie paMecH (BIXKX)

Not less than 75% (Q) of tenoxicam in
45 min./ He Menee 75 % (@) TeHOKCHKaMa
yepe3 45 MUH.

93 %

2-aminopyridine /
2-aMHAHOITAPHTAH

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

Individual unidentified impurity/
Ennrnunan
HEMASHTHMLINPOBAHHAS TPHMECE

| Not more than 0.5 %/
He Gonee 0,5 %

Total impurities /
CyMMa mpumeceit

Not more than 2,0% /
He Gomee 2,0 %

Not detected / He oOnapy:xena

Not detected / He oOHapy»eHa

Not detected / He obnapysena

Microbial limits / MukpoGHosorayeckas 4YHCTOTA

Total aerobic microbial count /
O6wmee YHCIIO a3po0HBIX
MHKPOOPTaHHIMOB

Less than 1000 CFU/g /
He 6onee 1000 KOE/r

<10 CFU/g /
<10 KOO/t
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

TEXARED film coated tablets, 20 mg /
TEKCAPEJ® TaéneTkH, NOKPLITLIC IICHOHOH 060.104K0ii, 20 mr

Name of Product /
Hammenopanme npenaparta

CPpOKa rodHoOCTH

Batch no. / Homep cepun 23L17531A
Date of control / laTta anannsa 12.2023
Manufacturing date / 11.2023
JaTa npon3BoAcCTEa
Expiry date / lata oxoruanns 10.2026
- " -
TESTS MOKA3ATEIN SPECIFICATIONS / HOPMbI | RESULTS / PE3YJIBTATHI
Total combined yeast / moulds | Less than 100 CFU/g / <10 CFU/g/ =
count / Obmee uncno aposkckeBelX | He Gomee 100 KOE/T <10 KO3/

H TLIECHEBEBIX TPUOOB

E. coli

"Shall be absent in 1g / OtcyTorsne & 1 ¢

Absent in | g/
OrcyrctByerB I I

! Uniformity of dosage units /

Acceptance value (AV) should not be more

Complies / CoorseTcTBYST

KonmuuecTBeHHOE Onpege/ieHHe
(BYKX)

Package / ¥Ynakorka

| Labeling / Mapxnporka

(tenoxicam) in a tablet of label claim. /
Or 90,0% o 110,0% 013H11N30482
(TeHOKCHKaM) B TabIeTKe 0T HOMHHATEHOTO
COAEPXKaHMA.

OnnopoaHoeTH A03HPOBAHHSA than 15.0. / Tlokazartent npuemneMocta (AV) AV =19
JoinkeH OBITE He Goee 15,0,
Assay (HPLC) / 90.0% to 110.0% of CisHiiN3Q4S; 99.3 %

10 tablets in PVC/aluminum foil blister.
1 blister and a patient information leaflet in a
carton. / Ilo 10 tabnerok B OnmcTepe w3
MNBX/amomurmepoii ¢poisrn. [To 1 Gauctepy
BMECTE ¢ MHCTPYKHUEH 5O NPUMEHEHHIO
NOMEMIAIOT B MAYKy KAPTOHHYIO.

10 tablets in PVC/aluminum

foil blister. 1 blister and a
patient information leaflet in a
carton. / Ho 10 tabnetox B
Omucrepe us
IIBX/amomuHuenoll  ¢oXsrn.
[fo 1 Gumctepy BMecTe
HHCTPYKILHeH 110 IPUMEHEHIIO
NOMeLIAT B TauKy
KAPTOHHYIO.

document /
HOPMATHBHOH

According to normative
B COOTBETCTBHH C
JOKyMeHTaue

Complies / Coorsercrayer

i Storage / Xpanenne

In original package (blister in a carton), at temperature below 25°C. /
B opurmnamsnoit ynaxopke (61HcTep B auke) OpH TEMIEpaType HE BHIIIE

| 25°C.

Shelf-life / Cpox rognoctn

3 years. / 3 roga.

Assessment /
3aKTroueHuE:

API name (INN) / naumenosanune ADC (MHH):

The batch complies with the specifications according to ND JIC-000294-151021 /
Cepusa cooTBeTcTBYET TpeboBaHHIM HOpMaTUBHOro qokymenrta JIC-000294-151021.

Tenoxicam / TeHOKCHKaM

API manufacturer batch number /

Homep cepun npoussoaurenn APC:

FP Manufacturer APT Batch number /
Homep cepuu cyGeTtanunn nponssoantens [JId:

92027422
92063522

23111574
23109136

Mpounssopurens ADC, crpana:

AP1 Manufactured by & country /

Edmond Pharma S.r.L., ltaly /
3amonn Papma, C.pJL., Uramm

cO

€., GE 3 N'FA@\@QB&

flag Sakay v T‘CT%EQ\‘?MH
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