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5781190 1 Sodium valproate 500 mg sustained release tablet
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3.1 Finish product specification’
1. dSanmdaendagy A729uawTi5rY 4 Finished product specification
2. ldentification mfaamumum:q‘lu Finished product specification
3. Dissolution? - %899 N3 LN9A 1 FRIUFMINITAZANE 10 - 30% of the L.A. of Sodium valproate

- wavangaluaft 3 FauRAIMIRTAY 30 - 50% of the L.A. of Sodium valproate
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- BAIIINTILNIN 6 FDIUFAINITALAIE 50 - 70% of the L.A. of Sodium valproate

4. Weight variation %38 m’mwﬁ%@nmﬁﬁ:‘lﬂu Finished product specification

Uniformity of weight (mass)

5. Related substance m’mc&’mm’mﬁixq‘lu Finished product specification
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3.2 Drug substance specification : Sodium valproate

1. ﬂ‘%mmﬁamﬁ'}ﬁ'{y 98.5 -101.0% of Sodium vaiproate (dried substance)

2. Identification AT

3. Heavy metals NMT 20 ppm

4. Acidity or alkalinity AT

5. Related substances / - impurity K : NMT 0.15%

Chromatographic purity - Unspecified impurities : for each impurity, NMT 0.05%
- Total : NMT 0.2%

6. Chiorides NMT 200 ppm

7. Sulfates NMT 200 ppm

8. Loss on drying NMT 2.0% ’
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1 = General requirement VaILNFTFITUEIWIU Finished product E‘ULL‘LI'U Tablets

2 = Requirement specification UaI819WULUL

3 = The International Conference on Harmonisation of Technical Requirements for Registration
of Pharmaceuticals for Human use (ICH quideline), Impurities in New Drug Products Q3B
(R2) ; Current step4 version, 2006.

4 = British Pharmacopoeia 2013

5 = ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies LLﬂ:@;ﬁa
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