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Drug substance specification (Reference USP&s)

. Definition

.o |dentification test

an.en UFUNUAIENENATY (Assay)
o.e Specific rotation

on.& pH

oo Water Determination

o.e Residue on ignition

. Limit of acetone

Colorless to white or light yellow crystals or crystalline
powder. Soluble in dimethylformamide and in &%
dibasic potassium phosphate solution; sparingly
soluble in water and in &% monobasic potassium
phosphate solution; practically insoluble in alcohol, in
acetone, in methylene chloride, and in ether.
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s.e Chromatographic purity

Finished Product specification
en.® Descriptions
oo Identification test

an.on USUNEuAI91d@AgY (Assay)
on.@ Content of Sodium

on.& Uniformity of dosage units

oo Impurities

o.o.@ Organic impurities

o - "
M1519% @Oreganic impurities

- impuritiesta®] o ﬁwé'ﬂﬁgﬂwulmﬁu o.en% (anhydrous
basis)

- impuritylmﬁgﬂwulmﬁu 0.@% (anhydrous basis)
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Relative Acceptance
Retention Criteria,
Name Time NMT (%)
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? Specified, unidentified impurities.

en.e) Bacterial Endotoxins Test
on. Constituted Solution
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en.e® Loss on Drying

em.@o Particulate Matter in Injections
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m.e Sterility Tests
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