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[ §r.Na. Tecr ! Tasts Pervantar / Resully — o Cooundiiwanus / Specifications
N Onmacannc Kpyraue ARQREOBEMLYKIBIC ] KpyTaLe  ARosuoBLInYKAMC TadacTRE,  rokpaitste
! Deseription TabneTen, TIKDOITLIS | KHILEYHOPACTROPIMOT OBDAOYKOR LpacHs- |
FRILESHOPICTEIDUMOH  n00R0THOR | xOpHuncenra peTa, i
KDATRO-KOHIMHERCTS UACTA, :
Ruddssh-brown coloured, circutar, Reddish-brown ccioured, circular, bitenves, entert
. biconves, entacic coated tabless. coated tablets,
2 foxnimaoct
{Mecananmu)
Ideatification
{Mesalazine) :
{A} tlacrian peakuun / Cootoetcrayer pefonanitny ; Pacrsop ckpawtnacres a xpacuo- PHOATTOBLIN uner,
Calour test Meets the requirement. i Solution of reddish violet colour is produced.
| Y-cnewrp uctyemars PECTHODA  AOMHEH MMoTE
{B) Yrenaxrpodiote- | Coorserer BYCT TPCOOBAHMAL | MARSHAMYM NOTACILSIIR TPH TOM WL ARKHE BOAULL
meTpux UV Meels the reguirement PUVespectnim of the sample  solution should have
{ maximum absorption af the same wave length as UV-
. _spectrum o stzndard solution,
3 PacnataemocTs Coereererayer Tpefosamam } A} Hi y oaneft w3 tadactor we A0a%HO Barr
Disintegration time Meets the reguirement. éﬂpuaaaxoa PUIDYLISHMA MAN NOANICHES HDirmeHToR
{oBonoky B TNl T wacon.
1 3) No wblets shows signs of cracks and fragments of
icoating that would allow the sscape of the contenis
{ during 2 hours in acidic medium,
{ B} Bee vabasten nommum pacnacTecs 8 teuenme 60
18 Man s Minutes ML
5) All the tablets disintegrate within 40 minutes in
buffer medium,
4. Cpeasia muces 672.8 Mr/mg M3 ur 3y,
Average weight (07 652,13 10 692,47 me), :
Standard wi. 1 672.3mg = 1% i
et il _Belwapa 632 Ime and 692 Sme
Ozawopoanocts oo Mussseym / Minimum A8 % 18720 rabuerok - nz Bonce 4 3 %,
Macee Mas:..m.wn /Maximum ;L2 % 2/20 raGnero - we Sosce + 10%,
Uniformity of weight Average weight = 5.0%
5 Pactzopenne Munioeys / Minimum  : 0% (2} ue Gonee 10% or sassnewioro KORHYECTRD
Dissolution Marcumys / Maximum - 0% S-aMuuocannuKnoBofh EMCAOTHI NGO
Cpeau. /Average 0% PACTDOPUTLIR B kHCAOH Cpeac 32 | 20 MuH,
Stage A : Not more than 10% of labaled amoun: of 3.
aminosalicylic acid dissolves in 01N HCH | 20minutes.
Munuseys / Minimom ;96 9% (8] ne menee §0% ar JAREACHIOTO KOAMsSCTea 5o
Makcimys / Maximum ; 09 4% BMHHOCAHIUKIODOMN KHCTOTH Z0MWHE PaASTBONHTLEY &
Cpeau. / Average 198 % pocdiatacs Sydiepron pacToope 18 60 s,
tage B : Not iess than 80% of lzbeied amount of 5-
aminosalicylic acid  dissolves in pHl 4.8 phosphate
buffer in 60 minutes.
6. flocropse npustecn Not Detected Jboliol neunenmudinsipovanon TIPURIESH -
Related impurities He Bonce 1.0% H
indivadual i Not more than 1.0 %,
1

Not Detecter

i
§ YMNA apiseceit - ue Gonee 2.0 %
i Tol - Not mose than 2.0 %. ]
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i inasalicylic acid) erterie coated tablets Womg ) i
ECAKO / Mesacol ! Jlata karotosnenis / ML i
f"e'am( No. / {%3; TO820
Homep anmamuriueckoro row AR Ne. : TAO922/18 i Aara sum c
[Sr /N, Teerd Tests ) Pesvavrar/ Resuits i Crneusdusanns / Specifications ;
7. JeTrToqige 28ppm | AuSYOi i wIonponEacas CIpY - We Goage 000
i ! oprasiecy { DAM KIWAOO koMuOHEHTA & TadacTie. ;
i pasTuopuTenn 1950ppm ¢ Acelenz : Natmere than 3000 ppm
i i Residual solveats ¢ tsopropyi Aleshol - Not moce thap 50 O ppm
I Konuqeersenioe 187 .2 Mrizag/ mgltab, B raawed TabneTr: nomsie CoALpwATLOR
{ H Pom
i ! ('h";p:!!tflCHS!C } 5% 3 -AMUHOZE N HUANOBGH EHCAOTLE O !\(L‘ﬁ‘{bcm"
| secanasinz 460 | JARBACHHOTD H2 DTHETTRE (e Menee 380 1 e Sones
[ s 5 96.8 %% mecanasuuz or Konssecrsa | 420 up S-aMHHOCANMIHAGRON KHCAOTH),
| Assay SRRSACHUONG w3 dTHECTNS [ of | Between 3800 mg znd 2200 mz of Mesalazire per
Label Claim - fabeied amouni of Mesalazine, tablat !
Mesalazing USP ch‘ccn 95.0% 10 105.0% of lsheled amount uf i
| 400 mg/Tablet Mesalazine, 4
a, Muxpodioacriyscras A} 25 KOEfr / CFU/gm A} B U1 npenapate Jonyckastes 1o Goneo 1000
yncToTa 23polusx dakTepni 4 i
Microbial Limit Test B) <10 KOEr /CFU/gm B) B ! r npenapara aonmycracres we Sanee |00 i
HpORKEBUIX % MNCCHLBRX rpHboe H
C) ovuyrersue / Absant C) He aonvcracres Hamuse Sasvepiit Escherichia ;
cofi. |
(2) Total wviable aerobic count not more than W
H ducteria {
b) Not more ihag 107 tuagi per gram. i
] {c) Absence of Escherichiz coli per &
I T — Lposyrr coarucrcTnvﬂ" YETRHIBACHUMLIM CTRHABDTAM KuliceTha, YREATIHHLIX 8 allw?‘rrrpomau,b.rat;l;mx ]
cacidniRaLER g e %
Remarks: The product complies with the prescribed standard of quality as per In-house specifications. .
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