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UD Test items Specifications
<ol | USuumedngy «®&.0 - ®@o&.0% of labeled amount
of Phenytoin sodium (C_.H, N,NaO,)
&@.en | Uniformity of dosage units Meet the requirements
&o.& | Dissolution test: Test @ - NMT &&% (Q) in mo min
- the percentage of the labeled amount - NMT 90% (Q’) in oo min
of phenytoin sodium - NLT edo% (Q”’) in @loo min
(C,H, N,NaO,) dissolved is 3o
Test v - NMT &&% (Q) in mo min
- NMT &% (Q’) in oo min
- NLT ¢90% (Q’’) in @wo min
&.e.€ | Impurities
Organic Impurities:
- Phenytoin related compound A Not more than o.& %
- Phenytoin related compound B Not more than .0 %
- Any individual, unspecified degradation | Not more than o.lo %
product
.o Drug substance specification : Phenytoin Sodium (USP &)
4o Test items Specifications
&b.e | ldentification Meet the requirements
<olo | Yunwusiednty ®3.0 - @olw.o% of labeled amount of
Phenytoin (C,.H,.N,NaO,), calculated on
the dried basis
&lo.om | Impurities

Organic Impurities :

- Phenytoin relate compound A

- Benzophenone

- Any individual unspecified impurity
- Total impurities

(Excluding benzophenone)

Not more than o.¢ %
Not more than o.«¢ %
Not more than o.eo %

Not more than o.«& %
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U Test items Specifications

&b.@ | Loss on Drying :

Dry at 105° for 4 hours Not more than b.& %
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