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Sodium valproate #oo mg prolonged-release tablet, o tablet

o381 Sodium valproate &oo mg prolonged-release tablet, o tablet
: TMT-ID (GPU): oaaoloo
v.guENUANY
©.0 JUKUY Buendindmiuuuseyu suuuuesngritu wasansovinuadely
Lo d@ulszney e dinUsznauseden Sodium valproate mmam mg uag Valproic acid
oc& mg adusedfiyiiuia Sodium valproate &oo mg
.o MUULUTTY  UsTlumsurileaintostunnuty usedestuus
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<. Finish product specification: Sodium valproate prolonged-release tablet

Test items Specifications
. ldentification Meet the requirements
. Assay & .o-eo&.0% of the stated amount
m. Dissolution test Meet the requirements
& Uniformity of dosage unit Meet the requirements

&. Related substance
-Impurity K NMT o.l0%
-The area of any other secondary peak | NMT o.0%
-The sum of the areas of any other | NMT o.<%

secondary peak

SusedlaernggsTunsimunnadnuziane
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en.lo Drug substance specification: Sodium valproate

Test items Specifications
@. ldentification Meet the requirements
©. Assay *%.¢-©06.0% on the anhydrous basis
en. Acidity or alkalinity NMT o.e& ml of o.eM hydrochloric acid or o.eM sodium

hydroxide is required to change the colour of the indicator

&. Related substances

-Impurity K NMT o.e¢%
-Unspecified impurities for each | NMT o.08%
impurity

-Total impurities NMT o.bo%
-Disregard limit 0.0m%

&. Chloride Maximum oo ppm
©. Sulfates Maximum oo ppm
®. Loss on drying Maximum .0%

en.en Drug substance specification: Valproic acid

Test items Specifications

a. ldentification Meet the requirements

b, Assay AR.0-©06.0%

. Related substances
-Impurity K NMT o.e&%
-Unspecified impurities for each | NMT o.0&%

impurity
-Total impurities NMT o.wo%
& Sulfates ash Maximum o.&%, determined on .o g

[

W849 - ¥ Uniformity of dosage units 1Wuuulenansuanissas LBUANANITATIVIATIZIN
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