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Drug substance specification (Reference JP e %11 @bn-cbe)

o.e@ Description White crystalline powder. Freely soluble in water,
in methanol, and in acetic acid and soluble in
ethanol.

anlo Identification test - msuaﬁhummﬁizﬁlu drug substance specification
(LY, IR »39018@53191551)

- A379 chloride N"mm’mﬁﬁsﬁlu drug substance

specification

m.an USanaumiendifgy (Assay) ®c.€ - ®0e.0% U8 Eperisone (anhydrous basis)
. Purity
Heavy metal Latfiv wo ppm
Piperidine hydrochloride m’aﬁlmumuﬁixﬂu drug substance specification
Related substance Taiifu o.0%
Water 14ilAU o 1% (0.0 g coulometric titration)
Residual on ignition Ll 0.0% (@15 o N3)
Finished Product specification
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an.lo |dentification test m"mhum’mﬁﬁxq’lu finished product specification
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a.& Uniformity of dosage unit mmmumumz‘lﬂ.u finished product specification
. Impurities m’aﬁachum'mﬁ‘iquu finished product specification
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Drug substance specification (Reference BP)

an.@ Definition Yellow crystalline powder

en.lo Identification test mmchumuﬁ'ﬁxﬁlu drug substance specification
(IR)

.o Vs ausinegdfey (Assay) &&.0 ~ @0l.0% (dried substance)

o.& Related substances
on.&.e Impurities B and H s3luiAy o& ppm

a.&lo Impurities D LAy 0.¢0%

..o Impurities E Lifu o.¢0%

a.a.« Impurities C LAY o.bo%

an.g.& Impurities F Lty o.0e%

on.&. Unspecified impurities 13y o.60%

ar.c.ed Total impurities L3l o.0%

o.@.@ Chromium Lty @0 ppm

m.&.« Loss on drying LAy 0.¢% (determined on o.0 g by drying in

oven at eo¢°C)
m.&.@o Sulfated ash LAy 0.e% (determined on ®.0 9)
VINEWG: -  Impurities B = @,cs—dihydroxy—cn-(hydroxymethy[)~anthracene—cﬂ,@o-dione

(aloe-emodin)
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acid (rhein)

- Impurities D = :z—acetoxy-cd—hydroxy-ce,@o—dioxo-cﬁ,@o—dihydroanthracene—ls-
carboxylic acid (monoacety!l rhein isomer A)

Impurities E = &-acetoxy-a-hydroxy-«,@o-dioxo-&,@o-dihydroanthracene-lo-
carboxylic acid (monoacetyl rhein isomer B)

- Impurities F = (@oS}m-(acetoxymethyl)—@o—(la:),m,@c,b-tetra—O—acetyL-B-D-
glucopyranosyl)~m—oxo—ra<,@o—dihydroanthracene—m,d-diyt diacetate (heptaacetyl
aloin, heptaaceyl barbaloin)

- Impurities G = cn—(acetoxy'methyl)—@o—(b,m,d,b—tetra@—acetyl-B-D-
gLucopyranosyl)anthracene-@,a;,d—triyt triacetate

- Impurities H = m~(acetoxymethy{)—c€,@o-dioxom,@o-dihydmanthracene—@,cs-diyt
diacetate (triacetyl aloe-emodin)

Finished Product specification

a.@ Definition m'i'mhumuﬁﬁzqiu finished product specification
.o [dentification test mi%ci’mm'mﬁsxulu finished product specification
an.en ﬂﬁmmﬁ’qmﬁﬁm 0.0 - e@0.0%L A,
en.& Dissolution mqummmﬁssqiu finished product specification
(bidoendn ee% Tu so uril)
on.& Disintegration aunsouandanigly mo ui
o.& Related substances m'ﬁ’afuri’mm’mﬁ‘szq'lu finished product specification
Monoacethylrein Not more than e.0%
Monoacethylrein lo Not more than @.0%
Rhein Not more than o.¢%
oo Uniformity of dosage unit mi?fﬂﬁhwﬂ’]ﬂlﬁ’i&iqiu finished product specification
on.ed Water content Not more than o.0%
m.< Microbiological test
Total aerobic microbial count Not more than e,000 CFU/e
Total combined yeast/mold count Not more than oo CFU/g
Escherichia coli Absent in & ¢
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