Appendix A: Decision Tree for Data Evaluation for Retest Period or Shelf Life
Estimation for Drug Substances or Products (Excluding Frozen Products)
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If backed by relevant
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exceeding X + 6 months;
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1 supporting data: Y =up
to 1.5X, but not
exceeding X + 6 months

Y = Proposed retest period or shelf life
X = Period covered by long-term data





