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Scientific Discussion

The Public Assessment Report reflects the scientific conclusion reached by the Health Products
Regulatory Authority (HPRA) at the end of the evaluation process and provides a summary of the
grounds for approval of a marketing authorisation for a specific medicinal product for human use. It is
made available by the HPRA for information to the public, after deletion of commercially sensitive
information. The legal basis for its creation and availability is contained in Article 21 of Directive
2001/83/EC, as amended. It is a concise document which highlights the main parts of the
documentation submitted by the applicant and the scientific evaluation carried out by the HPRA
leading to the approval of the medicinal product for marketing in Ireland.
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