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&.e Finished product specification: Enalapril maleate Tablet (USP eiz)

U Test items Specifications
ce.e |ldentification test Meet the requirement
&alo | Assay ®o.0% - @@o.0 % LA of Enalapril maleate
&e.en | Dissolution test Not less than @o% (Q) of the labeled amount of

Enalapril is dissolved in mo minutes

co.« | Uniformity of dosage unit | Meet the requirement

&e.¢ | Related substance
- Total impuirities Not more than &.0%
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&lo Drug substance specification: Enalapril (USP )

U Test items Specifications
&o.e | ldentification test Meet the requirement
&blo | Assay ®=.0% - ®@0b.0% LA of Enalapril (calculated on the

dried basis)
&lo.en | Optical rotation (@ me/mlin | -ge.o to -@n.e°
methanol)

&b.« | Loss on drying Not more than @.0% of its weight
&o.& | Residue on ignition Not more than o.b%
&b.b | Heavy metal Not more than 0.00e% (@0 ppm)

oo | Related substances

- Any impurity - Not more than &.0%

- Any other individual impurity - Not more than o.e%

- Total impurities - Not more than ©.0%
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