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T8asIBEARAMENYAIIANIZE1 Sodium Valproate €oo mg Extended-Release Tablet
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1. #Hoen Sodium Valproate 500 mg Extended-Release Tablet
2. AuENTAAlY
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2.2 dulsznau Usgnaumedien Sodium Valproate 500 mg Tu 1 in
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3.1 Finished product specification: Prolong-release Sodium Valproate Tablets

BP 2016
4o Test items Specifications
1 | Identification R
2 | Content of Sodium Valproate 95.0 - 105.0% of the state amount
3 | Uniformity of dosage units AT
4 | Dissolution AU
5 | Related substances - Impurity K: NMT 0.2%
- the area of any other secondary peak: NMT 0.1%
- the sum of the areas of any secondary peaks: NMT 0.4%
\ ANZNTTUNITATNUAAUGNHULLANIZVDIYN £
ﬁ_}\. A ! P
................ A LA G
(WanIsandad wisauweg) (wesA SAdnAana) (wdyed  TTeRnng)
UBUNNITIUYANT a\ weuwdiungms - WndunstrunynIsnLAY
.............. /A .
(U9E U \ﬁqﬁm una) (UeEninws LRSAs)

. o | a o o
Lﬂﬁ‘Uﬂi‘U’m'lﬂ\Ubﬂ WA LAAYNIVIUIYNNT

b

\




3.2 Drug substance specification: Sodium Valproate BP 2016

U8 Test items Specifications

1. | Identification AIY

2. | Content 98.5-101.0% of Sodium valproate (dried substance)
3 | Acidity or alkalinity ATIWUY

4 | Related substances - Impurity K: NMT 0.15%

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

5 | Chlorides NMT 200 ppm
6 | Sulfates NMT 200 ppm
7 | Heavy metals NMT 20 ppm
8 | Loss on drying NMT 2.0%

3.3 NAN1TNTA9ATIEN Elemental impurity #3583l Risk assessment report (LaR9LONENS

Useznav)
g - NMT = Not more than
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4.2 @NETTUTRMINTFIUNINANYN
4.2.1 nsslemdnlulssindlyg Juandedionanssuseswnsgiundnsinundninasivas
FBnsfinluntsndnen PIC/S (Pharmaceutical Inspection Co-operation Scheme) lnguue9U
PIC/S participating authorities 3ailionans5useIInTgIUATHER MUV NINUTILaTIENSTiR LY
NG AL1YBIAUNIIUANENTIINTEIMISUALET NTENTIANGITNAY Terinnuad ulaeiipana
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4.3 \enansnuAYBIElauesIen
4.3.1 nan13nsvdinsizdqunmnindnsietdiieguvesinin (certificate of analysis
finished product) Tugnfuiidadusaetas
4.3.2 wamsnsindinssvnunningiuvesdiienddey (certificate of analysis of drug
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1.3 JayasaliuayuaunInYaINanie 25 AZLUU
Yindatay AZUUY

. B1INKNANAUNAULUY 25 AZUUY
%. fin1sAnwm1eaddn (Clinical trial) 15 AzuUY
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5. dMIRTINABUAILMNNLALLAYQNABIYRIITIATIZWFE1 Y biological sample
5ol

6. A8n3lven drulugiifiunuy single dose nsteuuy multiple dose agldidladl
sysiugludensiunn wieiluen sustained release wazg31fl washout period u3all
Fallszurianegnalae 5 winves t1/2

a Y 1 & ta a 1 v 1 v 1 1Y) o d‘(

7. maifiuseg1ufensaaivegiies 9 9 - Aeulven, 2 gaYtTEAUeNin&y, 3
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