Medicines & Healthcare products
Regulatory Agency

Guide to Cover Letter & Supplementary Information

This form has been designed as an aid to determine the additional information required in the Cover Letters and
Application Forms of initial and variation applications.

IMPORTANT: Answer all of the questions below fully (ensuring that you scroll down to the bottom of the
document) to determine the correct information required for your application. Failure to submit the appropriate
information in the cover letter and the dossier may result in the Application being invalidated.
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