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3. AmENIANIINARA

3.1 Finish product specification ‘"

Test Ifém

UsSP 38

1. PRy

95.0 - 105.0% of the L.A. of Phenytoin sodium

2. |dentification

ATIINTW

3. Dissolution

Test 1

- sz lainnd 45%(Q) of the L.A. of Phenytoin sodium u 30 wift

- szanalai3nnnd1 60%(Q’) of the L.A. of Phenytoin sodium Lt 60 %17

- azaelaittoundn 70%(Q") of the L.A. of Phenytoin sodium 11 120 w11t
%30 Test 2

- azaeldannin 45%(Q) of the L.A. of Phenytoin sodium 11 30 w1l

- azane1331nnd1 65%(Q’) of the LA. of Phenytoin sodium 1 60 w1l
- aemelaiannd 70%(Q”) of the L.A. of Phenytoin sodium 1w 120 wift

4. Uniformity of dosage units NIV

(Content uniformity)

5. Related substances

- Phenytoin related compound A : NMT 0.5%
- Phenytoin related compound B : NMT 1.0%
- Any individual, unspecified degradation product : NMT 0.2%
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3.2 Drug substance specification""

Test Item ‘ USP 38
1. ﬂ?mm@?"amﬁ'm?y 98.0 - 102.0% of L.A. of Phenytoin sodium (calculated on the dried basis)
2. Clarity and color of solution ATIINIU

(Appearance of solution)

3. Identification ATIINIU

4. Loss on drying NMT 2.5%

5. Heavy metals NMT 0.002%

6. Related compounds - Phenytoin related compound A (Diphenylglycine) : NMT 0.9%

- Phenytoin related compound B (Diphenylhydantoin acid) : NMT 0.9%
- benzophenone : NMT 0.1%
- Total impurities (Excluding benzophenone) : NMT 0.9%
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