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Drug substance specification (Reference BP)

a.@ Definition Yellow crystalline powder
alo Identification test m‘ﬂﬁ]shum’mﬁimlu drug substance specification
(IR)
oo USunsusinendnngy (Assay) «a.0 - @o.0% (dried substance)
m.c Related substances
.. Impurities B and H s1laiiiu @& ppm
m.ao Impurities D laiviu o.€o%
oo Impurities E LAY o.&o%
o.e.& Impurities C Ly owo%
a.@.& Impurities F laiiu 0.0&%
..o Unspecified impurities Ll o0.00%
a.e.e) Total impurities L3t ©.0%
on.c.@ Chromium ifiu @0 ppm
.. Loss on drying iR o.¢% (determined on e.o g by dryingin

oven at @0&°C)
o.. oo Sulfated ash 4iifiu 0.@% (determined on @.0 Q)
wmngwme: - Impurities B = @,d—dIhydroxy—m—(hydroxymethyl}—anthracene—d,@o—dione
(aloe-emadin)

- Impurities C = @.‘,rz-dihydroxy—d,@o—dioxo—d,@o—dlhydroanthracen G
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acid (rhein)
- Impurities D = é‘(‘acetoxy-dfhydroxy‘d,@o‘dioxo—cx,@o—dihydroanthracene—l@-

carboxylic acid (monoacetyl rhein isomer A)

Impurities £ = cd‘acetoxygé:rhydroxyﬁ,@o—dioxo—d,@o—d]hydroanthracene—@—

carboxylic acid (monoacetyl rhein isomer B)

- Impurities F = {@os)-mé(acetoxymethyl)—@:o(@,m,cﬁ,b—tetra—O—acetyL—B-DA
gkucopyranosyl)fce-oxo-r;ﬂ,@o‘dihydroanthracene@,d—diyt diacetate (heptaacetyl
aloin, heptaaceyl barbaloin)

- Impurities G = m-(acetoxymethyl)-e@o- ls:n,m,cc,bftetra—O—acetytﬁ-D—
glucopyranosyt}anthracene—@,c:é,d-triyl triacetate

- Impurities H = m—(acetoxymethyt)—c{,@oédioxo—cd,@o‘dihydroanthracene—@,d—diyl

diacetate (triacetyl aloe-emodin)

Finished Product specification

. Definition asqasuanafiszylu finished product specification
oo Identification test mweimmmﬁa::qiu finished product specification
an.an U'%mm@hmﬁ’\ﬁm 0.0 — ®@0.0%LA.
.« Dissolution mmf\i'mmuﬁi::qlu finished product specification
(laiffaunin @d@% u mo W)
on.& Disintegration annsouaninglu mo Y
o.& Related substances mi’ﬁlmumuﬁ‘wﬂu finished product specification
Monoacethylrein @ Not more than @.0%
Monoacethylrein © Not more than @.0%
Rhein Not more than o.&%
.o Uniformity of dosage unit mwcimmuﬁwqiu finished product specification
oo Water content Not more than &.0%

a.c Microbiological test
Total aerobic microbial count Not more than e,000 CFU/g
Total combined yeast/mold count  Not more than eoo CFU/g
. . Escherichia coli Absent in & ¢
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