Annex 3 - Guideline for Renewal of Marketing Authorisation (Registration) of Medicines

Content of the annual product quality review report
a) A review of starting and primary packaging materials used in the
FPP, especially those from new sources;
b) A tabulated review of quality control and in-process control results;

c) Areview of all batches that failed to meet established specifica-
tion(s);

d) Areview of all changes carried out to the processes or analytical
methods;

e) A review of the results of the stability monitoring programme; and

f) A list of validated analytical and manufacturing procedures and
their revalidation dates.
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