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Sodium Valproate 400 mg for injection
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3.1.1 Finished product specification : Sodium Valproate (nsehdu Sterile powder)

i) Test Items ~ Specifications
1 | Identification m’sﬂﬁhummﬁssﬂu Finished product specification
2 | USnouendady 95.0 - 105.0 % L.A. of Sodium Valproate |
3 | pH 6.8 -85
4 | Uniformity of mass m%wﬁummﬁizﬂu Finished product specification
5 | Loss on drying NMT 2.0%
6 | Average mass 395.0 - 445.0 mg
7 | Particulate matters
- Size » 10 mem NMT 6,000 particles/container
- Size > 25 mcm 1 NMT 600 particles/container
8 | Bacteria endotoxins NMT 0.017 1U/mg (W50 EU/mg)
9 | Sterility m’)ﬁ]ﬁi’lummﬁizﬂu Finished product specification

3.1.2 Finished product specification : Sodium Valproate (ns@hflu Sterile solution) -

i) Test Items : Specifications:
1 | Identification m’i?ﬁlmummm”ﬂu Finished product specification
2 | USinaudnendaey 95.0 - 105.0 % L.A. of Sodium Valproate
3 | pH ‘ 7.0-90
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Test Items ' Specifications

U8
4 | Extractable volume 1| Volume is not less than.nominal volume (4.0 ml)
5 | Particulate matters
- Size > 10 mcm NMT 6,000 particles/container
- Size = 25 mcm NMT 600 particles/container
6 | Visible particles Practically free form particles
7 | Degradation products :
- Individual unknown impurity <0.1%
- Sum of unknown impurities < 0.5%
8 | Bacteria endotoxins < 1.5 IU/r’nL
9 | Sterility ' G\‘inﬂhumuﬁi:ﬁﬂuFinished product specification
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