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3.1.1 Finished product specn‘lcatlon Sodium Valproa’ce (nimuju Sterile powder)

4o | | Testitems | . Specfications
1 ldentification miaﬂmummsw‘iu Finished product specn° icatio
2 | Ysunssiaendagy 95.0 - 105.0 % L.A. of Sodium Valproate
3 |pH 6.8 -85
4 | Uniformity of mass mmﬂﬁhumuﬁwﬂu Finished product specification
5 Loss on drying Not more than 2.0 %
6 | Average mass 395.0 - 445.0 mg
7 | Particulate matters
- Size 2 10 mem Not more than 6,000 particles/container
- Size = 25 mcm Not more than 600 particles/container
8 | Bacteria endotoxins Not more than 0.017 IU/mg (138 EU/mg)
9 ! Sterility m’m&humuﬁwﬂu Finished product specification
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48 | Test ltems B - Specifications -
1| ldentification m’i’;ﬁ}ﬁi’mm’mﬁimﬁu Finished product specification
2 | Winauiaend agy 95,0 - 105.0 % L.A. of Sodium Vaiproate
3 | pH 7.0-90
4 | Extractable volume Volume is not less than nominal volume (4.0 mi)
5 | Particulate matters
- Size 2 10 mcm Not more than 6,000 particles/container
- Size = 25 mem Not more than 600 particles/container
6 | Visible particles Practically free form particles
7 | Degradation products :
- individual unknown impurity | < 0.1 %
- Sum of unknown impurities <05%
8 | Bacteria endotoxins < 1.5 1U/mi
9 | Sterility m‘s’ﬁlﬁ’lumuﬁ‘ixﬂu Finished product specification
321 Drug substance specn‘lcatlon Sodium Valproate (nyoidu Sterile powder)
%’a T_es_t_items i Specﬂ-" cattons G ';;:;;:_1-;':_5_:.;
1 Identn‘" catlon
A« Infrared absorption | Meet the requirement
spectrophotometry
B : Sodium reaction Meet the requirement
2 | UinwsnendAgy 98.5% - 101.0% of Sodium Valproate (dried substance)
3 | Acidity or Atkalinity NMT 0.75 ml of NaOH or HCL 0.1M
4 | Purity 1. Related substances
- Unspecified impurities : for each impurity : NMT 0.05%
- Total : NMT 0.2%
- Impurity K : NMT 0.15%
2. Chlorides : NMT 200 ppm
3. Sulfates : NMT 200 ppm
5 | Loss on drying Not more than 2.0%
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3.2.2 Drug substance specification : Sodium Valproate (nsallly Sterile solution)
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1 ldentification

A Infrared absorption | Meet the requirement

spectrophotometry
B8 : Sodium reaction Meet the requirement
2 | FEuashnddny 98.5 % - 101.0 % of Sodium Valproate (dried substance)

3 | Adidity or Alkalinity NMT 0.75 ml of NaOH or HCl 0.1N

4 | Purity 1. Related substances
- Unspecified impurities : for each impurity : NMT
0.05 %
- Totat : NMT 0.2 %
- Impurity K: NMT 0.15 %
2. Chlorides : NMT 200 ppm
3. Sulfates : NMT 200 ppm

5 | Loss on drying Not more than 2.0 %
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1.2 ludwatunadoue ne.ivde 8.1 vesefilausie wieuseayBennsaunsRnnwIe]
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product specification
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