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.o Finished product specification : Sodium valproate prolonged-release tablets (BP bwoe®)

) Test Items Specifications
«e.® | ldentification test Meet the requirement
colo | YSuneedeey «&.0 - @mod.o % of the stated amount of sodium valproate
&@.; | Related substance NMT oo %
Impurity K
c.e.@ | Uniformity of dosage units | Meet the requirement
&e.¢ | Dissolution test Meet the requirement

@b Drug Substance specification : Sodium valproate (BP boe)

D) Test Items Specifications
&b.e | ldentification test Meet the requirement
Cblo | USuusnendeny «®.& - @0@.0 % (dried substance)
&®.m | Acidity or alkalinity Meet the requirement
&b.€ | Related substance
Impurity K NMT o.e0& %
Unspecified impurities NMT o.o& %
Total NMT oo %
Disregard limit o.om %
&b.& | chlorides Max boo ppm
. | sulfates Max woo ppm
&w.ev | Loss on drying Max .o %
«b.< | Appearance of solution Meet the requirement

& Drug Substance specification : Valproic acid (USP ae)

99 Test Items Specifications
&me | ldentification test m’sﬁwi’]umuﬁizq‘lu Drug Substance specification
calo | UTuudindrrgy ®&.0 — @0b.0 %
&.m.; | Residue on ignition NMT o.@ %
&ea.& | Organic impurities
Individual impurities NMT o.e %
Total impurities NMT o.en %
&a.& | Water Determination NMT .0 %
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«.& Drug Substance specification : Valproic acid (BP woe®)

in) Test Items Specifications
@co | |dentification test m%’«avi’]umuﬁ'isqlu Drug Substance specification |
e | Usuusendiny ®&.0 -~ ®06.0 %
&&m | Related substance
Impurity K NMT o.e& %
Unspecified impurities NMT o.o& %
Total NMT o.lo %
&« | Acidity or alkalinity Max o.@ %

«.a.& | Appearance of solution | m3aasunmfiszylu Drug Substance specification
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