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6. AUADINTT &1 Phenytoin sodium eoco mg prolonged-release capsule, hard,
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&.e Finished product specification : Phenytoin prolonged-release aoo mg.
capsule (USP)

h) Test items Specifications
&.e.6 | Identification test Meet the requirement
Caolo | UsunaudiudrAgy ®&.0 - @o&.0% of labeled amount
of Phenytoin
&a.om | Uniformity of dosage units Meet the requirement
@.e.« | Dissolution test: Test @ - NMT &&% (Q) in emo mins.
- the percentage of the labeled - NMT ©0% (Q’) in oo mins.
amount of phenytoin sodium - NLT ¥0% (Q”’) in @lwo mins. %58
dissolved is Test b - NMT @&% (Q) in mo mins.
- NMT 5&% (Q’) in oo mins.
: - NLT.¢o% (Q”’) in @lo mins,




U2 Test items Specifications
&6.& | Impurities:
- Diphenylglycine (DPG) Not more than o.& %
- Diphenylhydantonic Not more than @.0 %
acid (DPHA)
- Individual Unknown Impurities | Not more than oo %
&.lo Drug substance specification : Phenytoin sodium (USP)
D) Test items Specifications
&b.e | Identification Meet the requirement
<olo | Usuumendigy ®&.0 — ®@olb.0% of labeled amount of Phenytoin
& .o | Related substance
- Phenytoin Not more than o.« %
related compound A
- Phenytoin Not more than o.& %
related compound B
- Benzophenone Not more than 0. %
- Total impurities Not more than o.«@ %
&b.@ | Heavy metals Maximum o ppm
&.& | Loss on dying:

Dry it at 105 °C for 4 hours

Not more than .& % of its weight
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of finished product) lugngudidadusetng
&l HANIATIVIATWRAUNNINGAUVDIEEAY (Certification of analysis of
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