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3.1 Finished product specification: Prolonged-release Sodium Valproate Tablet

1 | Identification Gmf\whumuﬁiwlu Finish product specification
2 | Assay 95.0 — 105.0% of the stated amount
3 | Dissolution test mﬁ’aﬁ]rﬁ’lummﬁsxﬂu Finish product specification
4 | Uniformity of dosage units mi’af\]mumnﬁizﬂu Finish product specification
5 | Related substances ‘
- Impurity K NMT 0.20%
- The area of any other secondary peak | NMT 0.10%
- The sum of the areas of all secondary peaks | NMT 0.40%
- Disregard any peak NMT 0.05%
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3.2 Drug substance specification: Sodium Valproate

1 | Identification mmmumumsq‘lu Drug substance specification
2 | Assay 98.5 — 101.0% of Sodium Valproate (dried substance)
Acidity or alkalinity NMT 0.75 ml of 0.1M hydrochloric acid or 0.1M

sodium hydroxide is required to change the

colour of the indicator

4 | Related substances

- Impurity K NMT 0.15%
- Unspecified impurities NMT 0.05%
- Total NMT 0.20%
- Disregard limit NMT 0.03%

5 | Chloride Maximum 200 ppm

6 | Sulfates Maximum 200 ppm

7 | Loss on drying Maximum 2.0%
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