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& Finished product specification :

da Test [tems Specifications

@ | ldentification Meet the requirement

o | Assay é.o ~ mod.o% of labeled amount of Sodium
valproate

o | Dissolution® Meet the requirement

& | Uniformity of dosage units* Meet the requirement
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&la Drug substance specification

&.ln.e Valproic acid : USP

) Test [tems Specifications
@ Identification Meet the requirement
o | Assay &@.0 — @ob.o% w/w on the anhydrous basis
e Residue on ignition Not more than o.e%
& Organic impurities
- Individual impurities Not more than o.a%
- Total impurities Not more than o.m%
& | Water determination Not more than e.0%

&lala Valproic acid : BP
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B Test Items Specifications
@ | Identification Meet the requirement
lo Assay ael.o - @oe.o%
o Related substances
- impurity K Not more than c.e&%
- unspecified impurities Not more than c.0&%
- total Not more than o.0%
- disregard limit Not more than o.om%
& | Sulfated ash Not more than c.e%

&lo.mn Sodium valproate : BP

1) Test ltems Specifications
® Identification Meet the requirement
5] Assay ac.€& - mo®.0% w/w on the dried substance
m | Acidity or alkalinity Not more than o.e& ml of o.@ M hydrochlotic
acid or o.@ M sodium hydroxide is required to
change the colour of the indicator
& | Related substances
- impurity K Not more than c.e&%
- unspecified impurities Not more than c.o0&%
- fotal Not more than o.v%
- disregard limit Not more than o.om%
& Chloride Not more than boo ppm
b | Sulfates Not more than koo ppm
o Loss on drying Not more than lv.0%
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