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On behalf of Purdue Pharma L. P. (PPLP), we have reviewed International Conference on
Harmonisation: Draft Guidance on Q1E Evaluation of Stability Data; Availability, and agree
with your proposal. We have no comments other than it will be a very useful guidance;
particularly with respect to clearer guidelines on using stability data to propose retest periods

and shelf life.

Sincerely,

Sr. Regulatory CMC Associate
Regulatory Affairs
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Dedicated to Physician and Patient
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Use of this system constitutes your agreement to the service conditions in the current FedEx service Guide, available upon request.

FedEx will not be responsible for any claim in excess of $100 per package, whether the result of loss, damage, delay, non- delivery, misdelivery, or misinformation,
unless you declare a higher value, pay an additional charge, document your actual loss and file a timely claim. Limitations found in the current FedEx Service Guide
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