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Drug substance
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Identification

Specific Rotation

Melting point

Heavy Metals

Residual solvents

&.e Methanol

&b Benzene

Loss on drying

Assay by HPLC

Total viable aerobic microbial count
Total count of fungi and yeasts

®o. Escherichia coli

Finished product specification

[OB

o
m
<.
&

Identification by HPLC

. Assay

Dissolution

Uniformity of dosage units
Impurities

&.e SFO-@dmoac

&lo Others

&.n Total

ATINUMNTTY
-0.& - o.&
blog-blos C

< ®@o ppm

1,

< ®,000 ppm

< b ppm

< ®.0%

fz.¢ - ©06.&%
< oo cfu/g

< @oo cfu/g
Negative

ATINUMNTITTY
&0 - e@od.0%
Not less than @o% in mo min

ATIARIUAITTEYLY USP

Not more than o.e%
Not more than o.e#%
Not more than o.¢%
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