10 flunmu 2564 Wi 1904

AMENBLLANIZYDIEN

Sodium Valproate 400 mg for injection

1. 3a81  Sodium Valproate 400 mg for injection

2. qusuiavialy
2.1 JUuuy Humsunaandedum viedumsazaeunaanide dmiud

ihviaenidendn

Tu 1 170 Ysgneaumiefaen Sodium Valproate 400 mg

vsslunnedananderiauts vio/miouswinazats

Usaanidodmiuin

2.4 aan spyileendnlsenoumenddyuayamnuss Yudueny wauitidn
LLazLavaﬁ'ﬂuﬁ'\%’umﬁadwﬁmmuwuﬁﬁ]ﬁ’méz/‘l
—uum“uu“msﬂamqu@ﬂmaﬁuwammammamim dusenay
faendrAnuazauuse Tuiueny wasiauiindn 1oy

2.2 d@useneu
2.3 MYUBUTIY

3. AauaudAniunailn
Nam’im’m’sLﬂiﬁ“ifiﬂmmwm‘tﬂ,ﬂmu Finished product specification wag Drug substance
speaﬂcation GZNVLW\]WVI“’L‘U‘EJUWE)E‘T’]Uﬂ\‘]'TNﬂﬂJ‘“ﬂii@Jﬂ’]'ﬁ@?‘WﬁLLauH"l ﬂﬁu%i?ﬂﬂ?ﬁ’ﬁ&lﬁ"ﬂ
WQLﬂUﬂWiW%W?ﬂX]TM%UﬂUﬂﬂUwuﬂmﬂﬂﬂﬂﬁfﬁiNﬂﬂiWquﬂﬂNa
3.1.1 Finished product speC|f|cat|on Sodium Valproate (nselu Sterile powder)

U8 ; Test Items Specnﬂcatlons

1 Identification miwﬁhumuﬁ‘izﬂu Finished product specification
2 | Usuausnendiegy 95.0 - 105.0 % L.A. of Sodium Valproate

3 |pH : 6.8 -85

4 | Uniformity of mass m’sﬁ]mumuﬁizﬂu Finished product specification
5 Loss on drying NMT 2.0%

6 | Average mass 395.0 - 445.0 mg

7 Particulate matters

- Size = 10 mcm NMT 6,000 particles/container

- Size = 25 mcm

NMT 600 particles/container

8 Bacteria endotoxins

NMT 0.017 1U/mg (W38 EU/mg)

9 | Sterility

m%]ﬁhumuﬂimﬂ,u Finished product specification

3.1.2 Finished product specuﬂcatlon Sodlum Valproate (nsaliflu Sterile solution)

i) Test Items Spec1ﬂcatlons

1 | Identification mmmumuﬁszﬂu Finished product specification
2 | YSunausnendndny 95.0 - 105.0 % L.A. of Sodium Valproate

3 | pH 70-9.0

4 | Extractable volume Volume is not less than nominal volume (4.0 ml)
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U Test Items Specifications
Particulate matters
- Size 2 10 mcm NMT 6,000 particles/container
- Size = 25 mem NMT 600 particles/container
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 1U/ml
Sterility mimﬁhummﬁizﬂu Finished product specification
3.2.1 Drug substance specification: Sodium Valproate
U9 Test Items The European Pharmacopoeia 9 ed.
1 | Identification mmﬂhumuﬁisﬂu Drug substance specification
2 | UsunausnendnAgy 98.5% - 101.0% of Sodium Valproate (dried
substance)
3 | Acidity or Alkalinity NMT 0.75 ml of NaOH or HCl 0.1IM is required to

change the colour of the indicator

4 | Related substances
- Impurity K NMT 0.15%
- Unspecified impurities for | NMT 0.05%

each impurity

- Total impurities NMT 0.20%
5 | Chloride Maximum 200 ppm
6 | Sulfates Maximum 200 ppm
7 Loss on drying Maximum 2.0%
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