&S GPh

GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

Name of Product / HanmeHoBanue
npenapara

Batch no. / Homep cepun

Date of control / JlaTa ananu3a
Manufacturing date /

JlaTa npousBoACTBa

Expiry date / [laTa oxoH4YaHHUSs
CpoKa roJHOCTH

TEXARED film coated tablets, 20 mg /.

TEKCAPE]] TabeTKH, NOKPBLIThIE MJIEHOYHOI 000/104K0ii, 20 MI

21K18681A
04.01.2022
10.2021

09.2024

TESTS MOKA3ATEJIA

SPECIFICATIONS / HOPMbI

RESULTS/
PE3YJIBTATBI

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. / YenTeie ¢ KOPHYHEBBIM OTTEHKOM
[[BETa  OBalbHBIE,  JBOSKOBBHITYKIIBIE
TabJIeTKH, TIOKPHITHIC TUIEHOYHOM
000J104KO0#i ¢ PUCKOH Ha OHOM CTOpOHE.
Ha mnomepeunoMm pa3pe3e sapo spKo-
JKEJITOTO 11BeTa.

Complies /
CootBeTcTBYET

Identification (HPLC) /
Hoaanunocts (BIIKX)

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
yIOep)KMBaHMS OCHOBHOTO IIHKa Ha
XpoMaTorpaMMe HCIBITYEMOTIO pacTBOpa
OOJDKHO  COOTBETCTBOBAaTh  BPEMEHH
yIep)KUBaHHS OCHOBHOTO TNHKa Ha
XpoMaTorpaMMe CTaHIapTHOTO pacTBOpa
TeHOKcHKaMa (paszgen «KosmuecTBeHHOE
OIpEEIICHUER).

Complies /
CootBeTcTBYET

Uniformity of weight /
OanopoaHocTh HO Macce

18/20 tablets - not more than + 7.5%;
2/20 tablets - not more than + 15%. /
18/20 Tabnerok - He 6oitee + 7,5 %,;
2/20 TabneTok - He Oonee = 15 %.

Complies /
CooTBetcTBYeT

Water / Bona

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

4,7 %

Disintegration / Pacnagaemocts

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

2 min / 2 MuH

Dissolution / PacTrBopenue Not less than 75% (70%Q) of tenoxicam 92 %
in 45 min./ He menee 75 % (70%Q)
TEeHOKCHKaMa uepe3 45 MuH.
Related substances /
IMocToponHHe IpHMecH
2-aminopyridine /2- Not more than 0.25 % /He 6omee 0,25 %,; <0,05%
aMHUHOTTUPHIUH
Any individual impurity /JIro6as | Not more than 0.5 % / He 6o1nee 0,5 %; <0,05%
eIMHUYHAs IPUMECH
Total impurities / cymma Not more than 2.0% / He 6omnee 2,0 %. <0,05%

npuMecer
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GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product / HanmenoBanue
npenapara

TEXARED film coated tablets, 20 mg /

TEKCAPE/] Ta6/ieTKH, NOKPLITHIE NIJIEHOYHOI 000/104K0ii, 20 MI

Batch no. / Homep cepuu 21K18681A

Date of control / [laTa ananu3a 04.01.2022

Manufacturing date / 10.2021

JlaTta npou3BoACTBA

Expiry date / Jlata oxon4anus 09.2024

CpOKa rOAHOCTH

TESTS /TIOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS/
PE3YJIbTATBI

Microbial limits /

Mukpobuooruieckas YHCTOTA

Total aerobic microbial count / Less than 1000 CFU/g / <10CFU/g /

OO6m1ee Yuciio a3poOHBIX He 6onee 1000 KOE/r <10 KO3/r

MHKPOOPTaHHU3MOB

Total combined yeast / moulds Less than 100 CFU/g / <10 CFU/g /

count / O01iee 4uciIo He 6onee 100 KOE/r <10 KO9/r

APOKOKEBBIX U IUICCHEBBIX FpH60B

E. coli

Shall be absent in 1g / OtcyrcTBHe B 1 T

Absentin 1 g/
OrcyrctByerB 1 T

Uniformity of dosage units /
OaHopoaHOCTL JO3HPOBAHMS

For 10 tablets AV <15 or for 30 tablets AV
<25if 0,75 M < xi <1.25 M where L1=
15.0 and L2=25.0./

Hnsa 10 Tabnerok AV < 15 wmm mna 30
Tabnerok AV <25 npu ycnosuy, uto 0,75
M <xi<I,25M, rge L1= 15,0 u L2=25,0.

Complies /
CootBeTcTBYyET
AV =1,8( n=10)

Assay / KoinuecTBenHoe
onpejaeieHHE

It contains not less than 90% and not more
than 110% of labeled amount of
tenoxicam. / Or 90 mo 110% or
3a5BJIECHHOrO KOJIMYECTBA TEHOKCHKAMa

98 %

Package / YnaxoBka

10 tablets in PVC/AL blister. 1 blister and
a patient information leaflet in a carton. /
ITo 10 Tabnerok B Gmmcrep w3 [IBX/Amn.
ITo 1 6nuctepy BMecTe ¢ HHCTPYKLIUEH 1O
NPUMEHEHHIO TOMEINAIOT B KapTOHHYIO
MaukKy.

Complies /
CooTBeTCTBYET

Labeling / MapkupoBka

According to normative document / B
COOTBETCTBUH c HOpMAaTHBHOM
JOKyMEHTaluen

Complies /
CootBeTcTBYET
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GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIN3A

Name of Product / HaumeHoBanue
npenapara

TEXARED film coated tablets, 20 mg /

TEKCAPE/ Ta6/ieTKkH, NOKPBHITHIE NIJIECHOYHOI 060/109K0ii, 20 MI

Batch no. / Homep cepun 21K18681A

Date of control / laTa anajan3za 04.01.2022

Manufacturing date / 10.2021

JlaTta npou3BoacTBa

Expiry date / Jlata okoH4aHHsA 09.2024

CpOKa roAHOCTH

TESTS MOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS/
PE3YJIbTATHI

Storage / Xpanenune In dry place protecting from light at temperature below 25°C. /

25°C.

B CYXOM, 3alIHIIEHHOM OT CB€Ta MECTEC IIPHU TEMIICPATYPE HE BBILIC

Shelf-life / Cpok rognocTn

3 years. / 3 rona.

Assessment / 3akroueHue:

The batch complies with the specifications according to ND JIC-
000294-301019 (amendment No 1 from 28.04.2020) / Cepus
COOTBETCTBYeT TpeOOBaHHMSIM HOPMAaTHBHOTO nokymenta JIC-
000294-301019 (u3menenne Ne 1 ot 28.04.2020).

H. MEHVES TURKEN
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GENSENTA PHARMA
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