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Extract from the Quality Assurance Report

Stability [Section 52]
(23) An on-going stability program is in place at the site. Yes [ No [

If yes, describe
If no, provide a rationale (e.g. Not applicable because...)

Standard Operating Procedures

Relevant standard operating procedures are established. Yes [1 No [
List all standard operating procedures (SOPs) (titles and numbers)
for this section.

Deviations and corrective actions

Identify and describe any noted GMP deviation(s) and the rationale for the
deviation, where applicable. Detail the corrective action(s) taken and/or to be
taken.

Supporting documentation

Attach a minimum of one photocopy of a completed record(s)/log(s) as
outlined in the SOP(s) listed above (see instructions for more details).
Attach supporting documentation such as action plans with timelines for
each corrective action identified above.

List of attachments:
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