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Finished product specification : Topiramate &o mg tablet (USP&a)
AnaNURNIamnAlR specification

Identification AT

Assay «o.0-060.0% LA

Dissolution Test e NLT @o%(Q) of LA of topiramate is dissolved in wo min

Testlo NLT <o%(Q) of LA of topiramate is dissolved in & min

Related substance/Impurities

-Topiramate related compound A - NMT o0.¢%
-Individual unspecified - NMT olb%
-total - NMT oc.e9%
&  Limit of sulfamate and sulfate
- Sulfate ion - NMT olod9%
- Sulfamate ion - NMT o.lo&%
o.  Uniformity of dosage unit MTIWIU

Drug substance specification : Topiramate(USP&®)
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specification

Identification

ATINY

Assay

«w.o-@0lb.0% (calculated on anhydrous basis)

Inorganic Impurities

- Residue on ignition NMT o.loo%

- Heavy metals NMT @o ppm
Organic Impurities (Procedure )

- Any individual NMT o.e%

- Total NMT o.&%
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Drug substance specification : Topiramate (USP&a) (¢18)

AMENURMIAVATA specification

Organic Impurities (Procedure )
- Fructose NMT o.n%
- Topiramate related compound A | NMT o.en%
- Any Individual unspecified NMT o.6%
- Total NMT o.&%

Organic Impurities (Procedure e)
- Topiramate related compound A | NMT o.ea%

- Any Individual unspecified NMT o.a%

- Total NMT o.&%
Optical rotation Joc.5° T8 -m&.0° measured at bo®
Water determination NMT o.&%

Limit of sulfamate and sulfate

- Sulfate - NMT oc.e%
- Sulfamate - NMT c.6%
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