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Onuecasne

Deserd

aBAe TR,
HIHHCHHOPACTROPRIN oI

| EDRCHC- KOPHSMHEBOTD UBeTa.
: Reddish-brown  coloured.
biceavex. enleric coated 1al E:Iua

{,‘."v!' ALIC ABDAROBRINYKIEIC

Kpyriele  J309K0BuiniyKasie  TaBneTRM, OORDpLITHME
KRS HOPACTRONI ofoaeyson RPACHO-

KOPHYHEBOMO UBETA.

Reddish-brown coloured. circular, biconvex, enteric
coated tablets.

MoamunnocTs
(Mecanay
Identification
(Mesalazine)

{A) Usersan peakops /

Colour test

{B) Y@-cnexrpodoro-
serpi UV

Covrpers THYCT Tpdﬁiﬁfmiﬁl M

Meets the reguiremeni.

CooTaeTrrayer TpedOsaHitaM

Mects the requirement.

Pactoop orpuaminezeres o spacuo-uoacroumil tner
Setution of reddish violet colour is produced.
YO-Cnektp HOOBTYSMOUQ PACTSOpa ACUINCH  HMETH
MEKCHMYM FIOTTIOILEHHR NPH TOH ke ATHHE BOIH]
UV-spectrum  of the sample solution should have
maximum gbsorption at the sameg wave length as UVe
spectrum of standard solution.

i

PacrazdaemocTs
Disintegration time

Coorsarerayer rpedonannas

Meets the requirement.

20 Mus/ Minutes

A} Hu y oguoli w3 tadnerox we AommHo BuiTh
HPHSHAKOB DRIPVINEHIA MIH GOSHNCHUS QparMeHTos
oO0A0MKE B TeNCHE 2 yacos.

a) No tablets shows signs of cracks and fragments of
couting that would allow the escape of the contents
during 2 hours in acidic madium.
B) Bee radnersi ao0mKeni pacn
MUH,

b} All the tablets disintegrate within 60 nunutes in
buffer medium,

THeR B oTedenue 60

Cpeasns macca
Averape weight

672.9 Mr/mg

6723 vr 3%

(o1 652,13 10 692.47 mr).
Standard wi. 1 672.3ma £ 3%

e Berween 637 tme and 692 3ma

Canopodnocts 0
Macce
Uniformity of weight

Muiyst / Minimum

Marcusys / Maximum ¢ 1.

18/20 tabneroi - ue Honee + 5 %;
2/20 vabrerok - ne Gonee £ 10 %,
Average weight = 3 0%

Ln

Pacroopese
Dissolution

Mamitvys / Minimum

Makcumym / Maximum

Cpeny. /Average

{ay #e doaee 0% or asAmaeHHOro  KOAMuECTRA
3-AMMEOCEAMUIIOBOR KHCAOTL AQILAUO
pacTaepureck 8 kncaol cpene sa 120 mun.

Stage A @ Not more than 1% of labeled amount of 3-
aminosalicylic acid dissolves in 0.IN HC| 1 20minutes.

Mutinnym / Minimum

Makcunys / Maximum

Cpean. / Average

{6) ne menec 80% oT  IERBAGHHOND KOAHYSCTBR -
AMHEOCENHININOR0 KHENOTH NOMKHO DECTBORHTLUR &
dbocdarion Gydepiion pactaope 3a 60 i

Stage B : Not less than 80% of labeled amount of §-
aminosalicylic acid  dissolves in pH 6.8 phosphate
buffer in 60 minutes.

ﬂoc‘:'ﬂpmunw UpHecH

Related impurizies

Not Detected

Nest Detecied

fioboil nevaeHTIGHUNPOBIHNO TpIMacH -
e Gonee 1.0%

Individual s Notmore than 1.0 %.
Cyninea npuseeceft - we Gozee 2.0 %

Total : Not more than 2.0
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MHH © Mecanasin{3-0auocammuaosas sucioma) maGaemui NORpuiTue K inopaemsopiuso
efivrouxeit 400 s
Generie Name  Mesalazine (3-aminosaticvlic acid) enteric coated tablets 400 ng

Hasaanue apeaapara / Product : MECAKOA/ Mesacol

| Jare nreoronneunn / Mig Date 1 0672018

Cepun Na. / Batch No.

: SKTOS16A

| Toaen ao./ Bxp.Dale 10572022

Honep arnasmtisecroro aoknala / AR No. : T/087%18

| Hava seinyexa / Release Date  ; 24-Jul-2018

 SrdNo.

Teer / Tests Peavasvar / Results

Creuudinraies / Specifications

2 Qcrarodsse 26ppm
OPLEHHHECKNE
pRCTROPHTENH i66hppm

Residual solvents

| Aucrod u usonponunossil coupt - e Goaee 3000
| PpM KaWADIO KOMIOQHEHTE 8 radsaeTre.
| Acetone : Notmoie than 5000 ppm

Isopropyl Alcchal : Not mare than 3000 ppm

o0

KonnuectaeHnce

QupgAeIcHite

Label Claim
Mesalazine LISP
! 400 mg/Tablet

386.4 Mi/tad f mgiab.

Mecanaanuz 400
sl 96.6 %% MeCanalniza or KOUMmHecTsa
Assay IARRACHHOIO H2 dTmxetwe [ of

labeled amount of Mesalazine.

warken 400 s x
3 % Z-aMuuoCoRHUMIoRel KHCAOTH 0T KOAHYSLTHAL
IABACHHOTD Ha dTureTke (He stanet 380 u ne Boace
420 Mr S-aMBHOOIAHUHIOROH KHCOTL).

Jetween 380.0 mg and 420.0 mg of Mesalazine per
tablet

Between 95.0% to
Mesalazine.

2y

{05.0% of labeled amount of

MuRDOGHOROTHEECKAA
QHCTOTA
Microbial Limit Tast

C)oveyrereiie / Absent

A3 B 1 rnpenapara zonyexeerc e doaee 1000
aspobHbix GaxTepuii H

B) B I r npenapara gonycracres e ooiaee 100
SPOHOKEBBIN H IIECHEBLIX rpudos

) He aonyckacren namiume Oakrepid
coli

(ay Total viable acrobic count not mote than 10
bacteria

b Not more than 10° fungi per gram.

{c) Absence of Escherichiacoliper | g

kscherichia

FaRIUOMEHITE | NPOAYRT CONTRETCTRYET YOTAHODACHHLIN CTAHIAPTAM KENLCTEE, YKAIAHHDIX B BHYTHUAIPOHIBOACTRE RN
CREUNDHKALUAN.
Remarks: The product complies with the preseribed standard of quality as per In-house specifications,
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