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API Specification

®.
.

a 2 U R A3

Assay (HPLC)

Related substances

.4 Monoacetyl rhien isomer A
.l Monoacetyl rhien isomer B
. Rhien

.« Total impurities

«x.& — @06.0 %

Lty o.n %
Litfiu o.m %
Lilifiu oo %
Lifu e.0 %

Aloe-emodin (Free and acetylated impurity B,H) Liifiu & ppm

Loss on drying

Sulphated Ash

Water content

Chromium

Residual solvents

«.@ Acetone

.o Ethanol

.o Ethylacetate

«.€ Benzene

«.& N,N-Dimethylacetamide (By HPLC)

Finished product specification
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v R AR 3 &

Identification test

Assay

Disintegration time
Uniformity of dosage units
Dissolution test

Water content
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Amsna
fuLanes ASSUNTS
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o. Purity test
o.e Monoacethylrein @ Not more than e.o0o %
o.lo Monoacethylrein Not more than @.0o %
el.en Rhein Not more than o.&o %

w. Micrological control

.o TAMC Not more than @,000 CFU/g.
@.lo Total combined yeast/mold count Not more than eoco CFU/g.
.o E.coli Absent in @ g.
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(Price performance)

ANENTINNTAIVUAT YA BUARAN BULIANIZUAZ AMUATIANAT

aste ueUiA Amsena USEBTUNTTUNTT samicsssnssissioiassihes dosvars s st
asde uwanTien  Fuladios NTTUNT ........ . O BB
av¥o unanwel Taimgyaidsna NTTUNT cooerverrennerrnnns mg .......................................



uuIInIsUIEIiuAMAWLETIIATET (Price performance)
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