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3.1.1 Finished product specification : Sodium Valproate (nsahdu Sterile powder)

1 | Identification mwmumuﬁﬁxﬂu Finished product specification
2 | Vsunaudsndndgy 95.0 - 105.0 % L.A. of Sodium Valproate
3 | pH 6.8-85
4 | Uniformity of mass mwmumuﬁlizﬂu Finished product specification
5 | Loss on drying Not more than 2.0%
6 | Average mass 395.0 - 445.0 mg
7 | Particulate matters
- Size = 10 mcm 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/me
9 | Sterility mwmumuﬁ"ﬁsﬁlu Finished product specification
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3.1.2 Finished product specification : Sodium Valproate (nseillu Sterile solution)

1 | Identification R A Finished product speciﬂcatio.n ]
2 | Yususendifsy 95.0 - 105.0 % L.A. of Sodium Valproate
3 | pH 7.0-90
4 | Extractable volume Volume is not less than nominal volume (4.0 ml)
5 | Particulate matters
- Size = 10 mcm Not more than 6,000 particles/container
- Size =2 25 mcm | Not more than 600 particles/container
6 | Visible particles Practically free form particles
7 | Degradation products :
- Individual unknown impurity Max 0.1%
- Sum of unknown impurities Max 0.5%
8 Bacteria endotoxins < 1.5 1U/ml
9 | Sterility m’sws&mm’mﬁszu‘lu Finished product specification

3.2.1 Drug substance specification

: Sodium Valproate (nsehu Sterile powder)

- {ia Test Items Specifications
1 | Identification
A : Infrared absorption Meet the requirement
spectrophotometry
B : Sodium reaction Meet the requirement
2 | Yuamendfny 98.5% - 101.0% of Sodium Valproate (dried
substance)
3 | Acidity or Alkalinity NMT 0.75 ml
4 | Purity 1. Related substances
1.1 Unspecified impurities : for each impurity :
NMT 0.05%
1.2 Total : NMT 0.2%
1.3 Impurity K : NMT 0.15%
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2. Chlorides : NMT 200 ppm
3. Sulfates : NMT 200 ppm
4. Heavy metals : NMT 20 ppm

5 | Loss on drying Not more than 2.0%

3.2.2 Finished product specification : Sodium Valproate (nselu Sterile solution)

t ltems . ' - Specifications

1 identificétién

A : Infrared absorption Meet the requirement

spectrophotometry

B : Sodium reaction Meet the requirement
2 | YsnashendrAey 98.5% - 101.0% of Sodium Valproate (dried

substance)

3 | Acidity or Alkalinity NMT 0.75 ml NaOH or HCL 0.1N
4 | Purity 1. Related substances

1.1 Individual impurity : NMT 0.20%
1.2 Total impurities : NMT 0.3%

2. Chlorides : NMT 200 ppm

3. Sulfates : NMT 200 ppm

4. Heawy metals : NMT 20 ppm

5 Loss on drying Not more than 2.0%

TRV - nsdifaamsdousnudniadiu (waive) mansnaeuiinsigidela WBuuanaenans
wangudsnanildsueyiniseanzideudion
- Drug substance specification fiansananluiirsizivesudn drug substance wisly
A3 drug substance vosnaned3azU atulnatiunil Tasfimanssineiasu

w ¥ e
NAVIYBNNINUR

=
1. il ~lo Usesmunssums 2 asde., WA VA ASIIATS 3 B8 AT TUATS

(nereanud (awie) . (WBlunTtiey 11a) (unea il sngemuu)

ATENYLIRWIZYRIEN

Sodium Valproate 400 mg for injection



Wi 4 990 5

e \J =
1. wnansmslafueygntunsdouiiuoilesmelulsundlnsuazuansunaimin
11 Tuddgynistunsidewisuen (me.2 ve.3 18.4 v3e 8.2 whusnsel)
111 Tunsddusindelulsemelng (uneda ve.2 vie 8.2)
112 lunsddugindniionsudaussy anetis ne.3 vie 8.2)
1.1.3  lunsdugmindransrswszme (uneia ne.d vie v.2)
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