CERTIFICATE OF ANALYSIS / CEPTU®UHKAT AHAJIU3A

Name of Product /
Haumenonanse npenapara
Batch no, / Homep cepuu

Date of control / laTa aHanusa
Manufacturing date /

Jara nponzeoacTEa

Expiry date / JaTa oxonyanus
CpPOKa roAHOCTH

TESTS MOKA3ATEIN
Deseription / Onncanne

| Yellow with a brown shade, oval, biconvex

TEXARED f{ilm coated tablets, 20 mg /

TEKCAPE/® Tab/eTKH, NOKPLITBIE NJICHOYHOH 060/104K0i, 20 MP

24A01611A
03.2024
02.2024

01.2027

SPECIFICATIONS / HOPMbI

RESULTS / PE3YJBTATBI |

tablets, film-coated scored on one side. Core
in the cross section of a bright yellow color, /
Hentue c¢ KOPHYHEBBIM OTTCHKOM TBETA
OBAILHBIE, JBOAKOBBUIYKIEE —TabmeTk,
TIOKpBITHIe IUIEHOTHOH obonoukoil, ¢ pHckoii
Ha onHOii cTopoHe. Ha momepeuHoM paspese
AOPO APKO-KENTOTO HEETA.

Complies / CooTBeTcTBYET |

Identification (HPLC) /
MoanunHOCTH (BI7KX)

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). / Bpemsa yaepxuBaHus
OCHOBHOTO HHMKAa Ha  XpoMaTorpamme
HCILITYEMOPO pacTBOpa JOJKHO
COOTBETCTBOBATL BPEMEHH  YIACPHKHBAHUA
OCHOBHOTO IIMKA HA4  XPOMATOTPAMME
CTAHOZPTHOTO  pacIBOPa  TEHOKCHKAMA
{paznen « KonAuecTBEHHOE ONPELCIICHUE) ).

Uniformity of weight /
OaHOpOAHOCTE IO Macce

18/20 tablets - not more than + 7.5%;
2/20 tablets - not more than + 15%. /
18/20 TaGneTok - He Gomee + 7,5 %;
2/20 TabaeTox - Be Gomee + 15 %.

Complies / CoorsercTByeT

Complies / Coom_ercmyeT

[ Water / Bona

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

50%

Disintegration / PacnanaemocTh

Not more than 30 min. / He Gonee 30 M.

2 min /2 MHH

Dissolution / PacTBopeHue

2-aminopyridine /

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

yepes 45 MuH.

93 %

Related substances (HPLC) / Popcreennnie npavecu (BAX)

| Not more than 0.25 %/

2-aMHMHOTIMPHIHH He Gonee 0,25 %
Individual unidentified impurity/ | Not more than 0.5 % /
EnunmuHas He 6oaee 0,5 %
HeUIeHTH(GHIHPOBAHHAS IPHMECE

Total impurities / Not more than 2.0% /
Cymma rmpameceii He Goaee 2,0 %

Microbial limits / MukxpodHonoruieckas uucrora

Obiee YHACIO
MH’KPOOP]"ZIHHE}MOB

Total aerobic microbial count / @ Less than 1000 CYFU/g/
aspobueix | He Goaee 1000 KOE/r

Not detected / He o6napyxena

Not detected / He o6HapyxeHa

Not detected / He o6Hapy:xeHa

<10 CFU/g /
< 10 KOD/r
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CERTIFICATE OF ANALYSIS/ CEPTU®UKAT AHAJIU3A

Name of Product /
HaunmeHosanue npemapata

TEXARED film coated tablets, 20 mg /

TEKCAPEJ® rabierku, NoKPLITEIE TUIEHOYHOH 060109K0i, 20 Mr

Batch no. / Homep cepun 24A01611A
Date of contrel / Jara ananusa 03.2024
Manufacturing date / 02.2024
Hdara npoussoacTea
Expiry date / JlaTa okoHYaHHs 01.2027
CpOKa TOJHOCTH
TESTS MTOKA3ATEJIN SPECIFICATIONS / HOPMbi RESULTS / PE3YJIbTATHI
Total combined yeast / moulds Less than 100 CFU/g / <10 CFU/g/
count / OBuiee uneno apoxokeesix | He 6onee 100 KOE/r <10 KO3/

H ILUIECHEBEIX IPUOCB

E. coli

Shall be absent in 1g / OtcyTeTREER 1 T

Uniformity of dosage units /
O IHOPOAHOCTE AOZHPORAHUSA

Assay (HPLC)/
Konu4eerBeHunoe onpe;le.ﬂenne
(BIHKX)

Acceptance value (AV) should not be more
than 15.0./ Mokazarens npuemiemoctd (AV)
JoirxeH OurTh He Bonee 15,0.

Absentin 1 g/
Orcyrereyers 11

Complies / CooTseTcTBYET
AV =28

90.0% to 110.0% of CisHiiN;O4S2
(tenoxicam) in a tablet of label claim. /
Or 90,0 % 1o 110,0 % CisH1iN3048:
(TeHOKCHKaM) B TabNeTke 0T HOMHHAIBHOTO
cofepxaHus.

100,0 %

Package / YmakoBka 10 tablets in PVC/aluminum foil blister. | 10 tablets in PVC/aluminum

| 1 blister and a patient information leaflet in a | foil blister. 1 blister and a

carton. / Tlo 10 Tabnetox B GaucTepe M3 | patient information leaflet in a

| [IBX/amoMuHKEBOH ¢onsra. [To 1 Gmucrepy | carton, / INo 10 rabnetok B

BMECTe ¢ HHCTPYKUHEH [0 TPHMEHEHEIO | DamcTepe u3

NOMEIAOT B IaYKy KapTOHHYIO. MBX/anroMunuesoit  onsru.

Ilo 1 6mucTepy BMecTe C

HHCTPYKIHEH 110 PpHMEHEHHIO

TOMEIIAIOT B TagKy

[ | KapTOHHYIO. —
Labeling / MapkHpoBKa According to normative document /| Complies/ CooTBeTcTRYET

B COOTBETCTBHH c
OoKyMeHTauueH

HOPMATUBHOH

Storage / XpaHeHHe

Shelf-life / Cpok roasocT

In original package (blister in a carton), at temperature below 25°C. /
B opuruaanbHoil ynakoeke (OnucTep B nauke) npy TeMilepaType He BBILIE |

25°C.

3 years. / 3 roza.

Assessment/ The batch complies with the specifications according to ND JIC-000294-151021 /

3akioueHKe:

Cepud COOTBETCTBYET TpeOOBaHHAM HOpMaTHRHOTO JokymenTa JIC-000294-151021.

API name (INN) / HaumesHoeanne ADC (MHH): Tenoxicam / TeHOKCHKaM

API manufacturer baitch number / 92035723
Homep cepun npouseoauTens ADC:
| FP Manufacturer API Batch number / 24112273

Homep cepun cyberannnu npoussoautens I'JId:

Edmond Pharma S.r.L.., Italy /
Smmong @apma, C.p.JI., Hranus

API Manufactured by & country /
Opouszsoantess ADPC, cTpaHa:

EMN_ Kﬂrﬂl(f::—)a

a2 GEV"’;:’WGT\J}%:E 20 232094
gane
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