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Generic Name © Mesalazine (5-aminosolicvlic acid) eneric coated tabiets 400 mg
Haspanue upenapara / Product : MECAKQJ / Mesacol Hara waroronzaeuns / Mg .Date : 08/2018
Cepus No, 7 Batch No. : SKTH96 Vomen np. 7 Exp.Date . 07/2022

[ Homep ananprisecsors zosaans / AR No, @ T/1103/18 Mara seinycka / Release Date : 31-Aug-2018 |
: Sr/Nao. Tecr / Tests Pesviterar / Resulis Crenudipanus / Specificutions
} I. Onnecanne Kpyiante ARDRKOBRMAYRAIC | KPYTiLe  J00ASopbiaykiue  Tadactsd, NOKDRIThie
i Description TRTRH, TOKPHITEIC | KEUEHHODACTROPHMOH afoaouxai pacHo-
| KSHUISHHOPACTEOPUMON  00009KON | KOPUHHEEOTO UB2STA
| EPRCHO-KOPHYHOBOID URCTA.
! Reddish-brown coloured, circalar, | Reddish-brown coloured, circular, biconvex, eaterie
E biconvex. enteric coated tablets coated tablets.
2. {loanesmosTy
{Mecanainig) |
| Identification j
{Mesalazine)
| (A} Usernan pearuna /| Coorserctayer tpefosanunm Paciaop ORpalMBacTes B KPACHD- duoaeToeiit uner. !

Colour test

(B) Y®-cnexrpodoro-
serpis UV

Meets the requirement.

CootacteTayer Tpedosanusm
Meets the requirement

Solution of reddish violet colour i iz produced.
Y@-CnexTp UCHBITYEMOT0 DICTHOPG JOMEEH  HMCOTS |
MARCHMYM NOFACUICHHA TIPH TOM #E WHHC BOAHS!
UV-spectrum  of the sample solution should heve
maximum absorption at the same wave length as UV
spectrum of standard solution.

2 Pacnzauemocts Coorgererayet Tpelosanin A} Hu oy oamofl w3 talneTor ME I0TEHO OEITH
Disintegration time Meets the requirement, UPHIHAKOE PASpPYLICHHUA WK NOARACHEE (DPIrMeHTon
ofonoys B Teuenne 2 wacos,
a) No tablets shows signs of cracks znd fragments of
coating that would allow the ¢scape of the contents
during 2 hours in acidic medium,
8) Bee 1aBacTrE 20MKHBI DACTAcTLEA B Teuenne GO
‘i i1 M/ Minuics MidH,
| b) All the tblets disintegrate within 60 minutes in
buffer medium.
ES Cpeaunss macca 6749 Mr /i m 5723 Mr£3 9%
Average weight {oT 632,13 26 692,47 ar).
A Standard wt. : 672.3mg =3 %
L. Between 652, Ime and 692, 5me
OanoponnocTs ne Mumsmys / Minimum  -1.45% 18720 TaéneTok - He Homes = § %:
Macce Marcuatym / Maximum : [.84 % 2120 rabacTok - ne Sonce + 10 %,
Uniformity of weight Average weight = 5.0%
k7 Pacrsopeune Munnays / Manimum 1 0% i{a) we Gosee 0% OT 3AMBACHHOIO  KOAHYCCTRA
Dissolution Magensyns / Maximum - 0% | 3-AMHHOCRIHUHAOBOH KHCAOTH AOHEHE
Cpens. ‘Average 0% PACTROPUTLER B KNCHON cpege 32 120 mum.
Stage A : Not more than 10% of labeled amount of 3-
aminosalicylic acid dissolves in 01N HC1 120minutes.
Mitiyys / Minimuam. £ 93 % (G) e mence 80% 0T  33RBRSHNONO KOAWYCOTHA S-
Marcimynm / Maximum : 98 % MIHOCATMUHAOBOI KHCAOTH JOTKHD DACTBOPHTLCH B
Cpenn. / Average 197 % dochation Sydicpronst pacTsope 23 60 My
Stage B : Not Jess than 80% of labeled amoum of $-
aminasalicylic acid  dissolves in pH 6.8 phosphate
buffer in 60 minues,
6. Mocroponine npusecs Not Derected

Related impurities

Individual : Not more than §.0%.
Not Detected Cysua mpusecedt - ne Sonee 2,0 %
Tota : Notmore than 2.0 %,

HioBoit nenaenTHILIPOBRINOE APHMECH -
ac boacs 1,0%
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¢ acid] enteric coued tablets 400 1

- Haswanue npenapars / Pmdw.t : M{C AKRO/ Mesacol

‘Mie.Date ; 08/2018

Jara warorosnenun /

Cepira No. / Batch No,

KT HI96

Fonett 0./ i;;._a:-.Datt 2072

| Homep ananuruveckoro nowiana / A.R.No, - T/1103/18 Hara ammyora / Release Dare i-Aug-2018
Sr./No. Tecr / Tests Pesvanrar / Results Cncuudmm:wﬁ Ix Specifications |
7. Ocrarouism {ippm AUSTOH B IIOUPONHIOELTT CAMPT - He Goneo bﬂ{}ﬂ
OPramstecEie ! PPM Fa#I0T0 KOMIOHEHTS B Tabaerke. ‘
pacTeopuTeni: : 778ppm '\cLloz‘iﬂ Not more than 5600 pem ;
Residual solvem Is nzrcn:,l Aleoho! : Not morg than 5000 ppm_
i & Koamucorsensoe | 397.2 Mr/rad / meiab. 8 xaxcofl tafinetie tomio cosepwaTeen 400 mr &
1 GRPeACACHHE 3 % 5 “EMHHOCAIHUNAOBON KHCNOTRE OT KOAHGeoTRY,
Mecanasina 200 IRABICHHOIC Ha JTHReTRE (He mence 380 y we Sonce
Mr/Tad 993 % socaaainka ot KoaiuecTea | 420 Mr S-aMiHoeanIEILIoRDH KHCOTH). i
i Assay SUABNCHROTO  H& Jtmketke / of : Between 380.0 mg and 420.0 mg of Mesalazine per |
Label Claim ; labeled amount of Mesalazine. ! tablet,
Mesalaziae USP Between 95.0% 1o 105.0% of labeled amount of |
400 ma/Tabiat |_Mesalazine.
9. Mamkpoduonoriueckan | A) 15 KOE/r / CFU/am ! A) B 1rnpenapata Jonyckaerer we Gonee 1000
HUCTOTE ! aapodiun Oagrepuii p
Microbial Limut Test ; B) <10 KOE/r / CFli/gm BBy fiptnapara aonyckasres e Gonee 100
JPACELIN B NICCHEeILIK MI‘GOB
C} oteyrersue / Absent [ Oy He ADRYCRACTEN Ranmune Saxtepuit  Escherichia
: eolt
i ; {a) Towl viable serohic count not more (man 10
bactenia
g b) Not more than 1 fungi per gram.
i (¢} Absence of Escherichia calj per | g

cnensdrRaLHax.

lumto%mw NPOLAVKT CooTBeT CTHRYCT YCTanOBACHELIM CTAWIAPTaM KatecTna, FRAWAHHLIX B BE YTPHIPOHIBOUCTHCH B

Remarks: The product complies with the nreseribed standar

d of guality 25 per In-house specifications.

Report Generated By :

Oruer cocrannen

{r.Officer - Quality)

MIRILNA COTPYINNE - Kaueorso
(Sanjay Pandya)

o

Date / Jara : 31-Aue-2018

| Authorized By :

’ Yrsepaen

| Manager ~ Quality
Menewrep - Kaueorso
{Viren Bhavsar)

Date/ Jata : 3 [-Aug-2018

R



