83 GPh

GENSENTA PHARMA
CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A
Name of Product / HaumeHoBaHue :  TEXARED film coated tablets, 20 mg /
npenapara TEKCAPE]] Ta0/1eTKH, HOKPbIThIE NJIEHO4YHOI 060104KOii, 20 Mr
Batch no. / Homep cepun : 21H13191A
Date of control / laTta anaau3a ;- 20.11.2021
Manufacturing date / : 08.2021
Jata npousBoacTBa
Expiry date / laTta okoH4aHHSsI : 07.2024
CpOKa rOAHOCTH
TESTS /MOKA3ATEJIN SPECIFICATIONS / HOPMbI RESULTS/
PE3YJIbTATHBI
Description / Onucanne Yellow with a brown shade, oval, biconvex Complies /
tablets, film-coated scored on one side. CootBercTByeT

Core in the cross section of a bright yellow
color. / JKenTele ¢ KOPUIHEBHIM OTTEHKOM
[BETa  OBAJbHbIC,  IBOSKOBBHIITYKJIbIE
TabNeTKy, MOKPBITHIC TUICHOYHOM
000JIOUKOI ¢ PUCKOH Ha OTHOM CTOpOHE.
Ha mnonepeuHoM paspese sapo spKo-
JKEJITOrO IBeTa.

Identification (HPLC) / Retention time of the main peak in the Complies /
Moaaunnocts (BIXKX) chromatogram of test solution should CooTBeTcTBYyET
comply with retention time of the main
peak in the chromatogram of tenoxicam
standard solution (Assay). / Bpewms
yICp)KMBaHHS OCHOBHOTO TIHKa Ha
XpOMaTorpaMMe HCIBITYEMOTO pacTBOpa
JOJDKHO  COOTBETCTBOBAaTh  BPEMEHH
yIep)KHUBaHMS  OCHOBHOrO IHKa Ha
XpOMaTorpamMMe CTaHIapTHOTO pacTBOpa
TeHOkcuKaMa (paszmen «KommuecTBeHHOE

onpeeieHue» ).
Uniformity of weight / 18/20 tablets - not more than £ 7.5%; Complies /
OXHOPOIHOCTD 1O Macce 2/20 tablets - not more than £+ 15%. / CooTBeTcTBYET

18/20 Tabnerox - He 6onee + 7,5 %;
2/20 Tabnetok - He Obonee + 15 %.

Water / Boga Not more than 7.5% / He 6onee 7,5% 4,1 %

Disintegration / Pacnagaemocts | Not more than 30 min. / He 6onee 30 3 min /3 muH
MHH.

Dissolution / PacTBopenne Not less than 75% (70%Q) of tenoxicam 91 %

in 45 min./ He menee 75 % (70%Q)
TEHOKCHKaMa uepe3 45 MUH.

Related substances /
IocToponHne npuMecH

2-aminopyridine /2- Not more than 0.25 % /ue 6onee 0,25 %o; <0,05%
AMHHOTIUPUINH

Any individual impurity /JIro6ass | Not more than 0.5 % / He 6onee 0,5 %; <0,05%
€IMHUYHAs IPUMECh

Total impurities / cymma Not more than 2.0% / He 6onee 2,0 %. <0,05%
npuMecen
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GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product / HaumeHnoBanue
npenapara

TEXARED film coated tablets, 20 mg /

TEKCAPE]] TabneTkun, NOKpbIThIE NJIEHOUHO# 060/1049K0ii, 20 Mr

Batch no. / Homep cepun 21H13191A

Date of control / lata ananu3a 20.11.2021

Manufacturing date / 08.2021

Jata npou3BoacTBa

Expiry date / laTa okoH4YaHusI 07.2024

CpOKa roHOCTH

TESTS /MOKA3ATEJIA SPECIFICATIONS / HOPMbI RESULTS/
PE3YJBTATHI

Microbial limits /

MukpobHoJiornyeckasi YHCTOTA

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

Obmee yKcno a3 poOHBIX He 6onee 1000 KOE/r <10 KO9/r

MHKpPOOpPraHU3MOB

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

count / O61mee yuciio He 6omnee 100 KOE/r <10 KO9/r

JPOXOKEBBIX M IUIECHEBBIX TPUOOB

E. coli

Shall be absent in 1g / OtcyrcTBHEe B 1 T

Absentin1 g/
OrcytcTByeT B 1 T

Uniformity of dosage units /
OaHOpoaHOCTH A03MPOBAHNA

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./

Jns 10 Tabmerok AV < 15 wmm ma 30
tabnerok AV <25 npu yciaosu, uro 0,75
M <xi<1,25M, rue L1= 15,0 u L2=25,0.

Complies /
CooTBeTcTBYET
AV =2,1( n=10)

Assay / KonndecTBeHHOE
onpeneieHHe

It contains not less than 90% and not more
than 110% of labeled amount of
tenoxicam. / Or 90 go 110% ot
3ad4BJICHHOTO KOJINYECTBA TECHOKCHKaAMa

100 %

Package / YnaxoBka

10 tablets in PVC/AL blister. 1 blister and
a patient information leaflet in a carton. /
ITo 10 Tabnerok B Gmuctep u3 [IBX/An.
Io 1 6amcTepy BMecTe ¢ MHCTPYKLHEH O
NPUMEHEHHUIO TIOMENIAIOT B KapTOHHYIO
MavkKy.

Complies /
CoorsercTBYyeT

Labeling / MapkupoBka

According to normative document / B
COOTBETCTBUH c HOPMAaTHBHOM

JOKyMEHTaluen

Complies /
CootBercTBYyET
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GENSENTA PHARMA

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIN3A

Name of Product / HaumMeHoBaHHe
npenaparta
Batch no. / Homep cepun

TEXARED film coated tablets, 20 mg /

TEKCAPE]] Tab/1eTKH, HOKPBITbIE TJ1eHOYHO# 000J104K0ii, 20 MI

21H13191A

Date of control / laTa ananusa 20.11.2021

Manufacturing date / 08.2021

Jata npousBoacTBa

Expiry date / JlaTta okoHYaHHSI 07.2024

CpOKa roAHOCTH

TESTS /MOKA3ATEJIN SPECIFICATIONS / HOPMBI RESULTS/
PE3YJbTATHBI

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

25°C.

B cyxoM, 3al0MIIIEHHOM OT CBETa MECTE NP TeMIlepaType He BhILlIe

Shelf-life / Cpok rognoctn

3 years. / 3 roga.

Assessment / 3akro4eHHeE:

The batch complies with the specifications according to ND JIC-
000294-301019 (amendment No 1 from 28.04.2020) / Cepus
COOTBETCTBYeT TpPeOOBaHHAM HOPMATHBHOTO moKyMeHTa JIC-
000294-301019 (u3menenue Ne 1 ot 28.04.2020).
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