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Proposed Questions for Discussion

1. Does a 10% loss in potency over shelf life raise clinically significant concerns?

2. If there are clinically significant concerns, should the potency specifications for levothyroxine
sodium products be narrowed (e.g., from a minimum potency loss of 10% ( a 90-110% potency
specification) to a minimum loss of 5% (e.g., 95-105% potency specification)?
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