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Drug substance specification (Reference USP)
an.@ Definition White crystalline powder. Freely soluble in water;
slightly soluble in alcohol; practically insoluble in

acetone and in methylene chloride
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en.@ Impurities
a.c.o Residual on ignition iU 0.0%
oo Organic impurities
- Individual Impuirities
Metformin related compound A 14l o.0l%

Any other impurities 141U 0.0%

- Total Impurities LilAY o.¢%

an.e.en Loss on drying LAY 0.8%
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an.& Impurities
o.&.@ Organic impurities ATIMIUAILINTIT o
A9 @ Organic impurities
o Acceptance criteria
D Not more than (%)
@. Any individual impurity o.@
. Total impurities o.D
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