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3.1 Finished product specification: USP

18 Test Items Specifications
1 | Identification Meet the regquirernents
2 | Assay 95.0 - 105.0% of Phenytoin sodium
3 | Dissolution test
Test 1 wananan1sazatsveImIeTlitasnin 45% nelu 30 ui
wazliiounit 60% melu 60 ufiwazlitounit 70% aelu 120 wi
Test 2 wanInan1saratuveseTlitsuni 45% nulu 30 wi

wazludounit 60% nielu 60 wiiinaslitounin 70% nelu 120 uW

4 | Organic impurities

-Phenytoin related compound A
-Phenytoin related compound B
-Any individual,unspecified
degradation product

Not more than 0.5%
Not meore than 1.0%
Not more than 0.2%

3.2 Drug substance specification: USP

48 Test Items

Specifications

Identification

Meet the requirements

Assay

98.0 — 102.0% of Phenytoinscdium

Not more than 2.5%

1
2
3 | Loss on drying
a

Organic impurities

-Phenytoin related compound A
-Phenytoin related compound B
-Benzophencne

-Any individual,unspecified impurity
-Total impurities

Not more than 0.5%
Not more than 0.9%
Not more than 0.1%
Not more than 0.1%
Not more than 0.9%
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3.2 Drug substance specification: BP
L) Test Items Specifications
1 | Identification Meet the requirements
2 | Assay 98.5 - 100.5% of Phenytoinsodium
3 | Related substances
-Impurity E Not more than 0.3%
-Impurity C Not more than 0.2%
-Impurity D Not more than 0.15%
-Unspecified impurities Net more than 0.1%
-Total Not more than 0.5%
4 | Heavy metals Maximum 10 ppm
5 | Water Maximum 3.0%
VLB
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4.5.3 Tunsdifimiessnsiinsduiedeniidweuiedwslinssinumw mbpimsesimidedomedietue
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n. m'ﬁauﬂunﬁq Biopharmaceutics Classification System (BCS) Class 3 w39 4

v, g1ifideTinsshwiuau (narrow therapeutic index drugs)

A. e NINNUANENIINNSOIVSHATETUSENAIRaNIINSANWY bicequivalence 1y srAuAERgn@uY zidovudine
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5. mavszdiuAszdninineasnan (Price Performance)
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