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& Finished product specification
it Test ltems Specifications
&.e.m | ldentification Complied with finished product specification
&e.lo | Assay ®0.0% - emo.0% of the labeled amount of
Theophylline (anhydrous)

&.a.en | Uniformity of dosage units® | Complied with finished product specification
&.e.¢ | Dissolution® Complied with finished product specification
&.e.¢ | Impurities Complied with finished product specification

&lo Drug substance specification

{8 Test ltems Specifications
&b.@ | Identification Meet the requirement
&lolo | Assay ®e.0% - @olw.0% of the labeled amount of
Theophylline (calcutated on the dried basis)
&lo.en | Residue on lgnition Not more than o.e@&%
&lv.@ | Loss on drying &1.&%-e.&% (hydrous form)
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Not more than o.€% (anhydrous form)
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&o.& | Impurities
- Theophylline related compound C | Not more than o.@%
- Theophylline related compound B | Not more than o.e%
- Theophylline related compound D | Not more than o.e%

- Caffeine Not more than o.e%
- Any other individual unspecified Not more than o.e%
impurity

- Total impurities Not more than o.&¢%
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