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Finished product specification

1.Identification Complies with test

2. Bupropion HCI content by 90.0-110.0%

HPLC (% of label claim)

3.Uniformity of content by Complies with USP <905>
Weight Variation (% of label

claim)

4.Drug release (%Bupropion Complies with USP requirements for drug release (extended release

HCI released) articles) with the following criteria:




2 hours: not more than 20%

4 hours: 15-45%

8 hours: 60-90%

16 hours: not less than 80%

5.Residual solvents content
by Headspace GC (%,w/w)

not more than 1.0%
Ethyl Alcohol

not more than 1.0%

Isopropy! Alcohol
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