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Finished product specification: Sodium Valproate &oo mg control release tablet

Identification test P37
YSunudaandnfey ®&-eo& % LA. of Sodium Valproate
Content uniformity MIIINY
Dissolution test U84#381 Valproic acid ®0-mo% NN o alus
mo-&o% &N o 9l
to-sio% NFIN © Tl
Drug substance specification: Sodium Valproate (BP wosl)
Identification test AN
. UuaushendrAgy *a.¢ %- ®06.0% (Dried substance)
Related substances
- Impurity K NMT o.e&%
- Unspecified impurities NMT o.o&%
- Total NMT o.0%
Chlorides Maximum lvoo ppm
Sulfates Maximum oo ppm
. Heavy metals Maximum lbo ppm
Loss on drying Maximum lo.o%
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38 Drug substance specification lngweudlaneutulsemadsymasadidnnsetind uazliiiu o U o Yu
Uszmeadszmeasmdidnvseiind

.o 1BNATTUTDWATHIUNSHERED

o.o.0 Niliindnululsemelng fuanvefosdduunnmeenisdefusounnsgrunisudngin
WENINSISNSERTIRLUNSKAREN PIC/S (pharmaceutical Inspection Co-operation Scheme) Tnewtirsany
PIC/S participating authorities W3eillonanssuseswnasgIunsHanemamdninasiuasisnsfimluniudne
Y0edINNUANENTIUNTEMNTUALEN NTENTASITUAY Beimuatulneauasnadosuariaifisuiu
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