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Finished product specification

l. Identification test
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3. Uniformity of dosage units

4. Dissolution test
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Drug substance specifi cation

1. Organic Impurities

I.l 2-Azahypoxanthine

1.2 Temozolomide related compound A

1.3 Temozolomide acid

l.4Dacarbazine related compound A

1.5 Any unspecified impurity

1.6 Total impurities

2. Residue on Ignition

3. Water

9r:'l0t't1u

95.0-105.0%of
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9r:?0f.llu

9r:20p.11u

Labeled amount

NMT 0.2 %

NMT 0.5 %

NMT 0.1 %

NMT 0.1 %

NMT 0.1 %

NMT 0.8%

NMT O.I%

NMT 0.4%
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