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Finish product specification
@. ldentification mi’gﬁ)mummﬁﬁmﬂu Finished product specification
b. Ysunusiendfy ®0.0 — @®0.0% of the labeled amount of Pravastatin sodium

o.  Uniformity of dosage units m’gﬁw\immmﬁiwﬂu Finished product specification
&. Dissolution Not less than «/&%(Q) in eno minutes
&. Related substances m’mﬁhummﬁimﬂu f-inished product specification

Drug substance specification

®. Assay «el.o - @ol.o% of pravastatin sodium calculated
on the anhydrous and solvent-free substance

. pH vl - .o

o. Specific optical rotation bo°C odn’ - od&«’
on the anhydrous and solvent-free substance

. Water Not more than &.o%

&. Related substance

- © — epi pravastatin (impurity A) Not more than o.en%
- Impurity B,C,D,E Not more than o.9%
- Impurity F,G Not more than o.@&%
- Any other individual impurity Not more than o.@o%
- Total impurity Not more than o.5%
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pufisunsdeuinished product specification) uagdamvuanuNUasIngAu (drug substance
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130y finished product specification waw/%se drug substance specification
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(Pharmaceutical Inspection Co-operation Scheme) lagwiagsiu PIC/S participating authorities
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m.e HANNTNTIVNATIENAUAMMNEAAuT1d 159 5Uv0EnER (Certificate of analysis of finished
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- Lona3d5y Risk assessment report on elemental impurities
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