Health Products Regulatory Authority

IPAR

HPRA

An tldaras Rialala Tairgi Slainte
Health Products Hl:gll:ilh‘:-r\_f' Author i'.?

Public Assessment Report for a
Medicinal Product for Human Use

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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I1l. NON-CLINICAL ASPECTS
I11.1 Introduction

This active substance is a generic formulation of Sortis on the European market. No new preclinical data have been submitted.
As the pharmacodynamics, pharmacokinetic and toxicological properties of Atorvastatin are well known the applicant has not
provided additional studies and further studies are not required. Overview based on literature review is therefore acceptable
for this type of application.

I11.5 Ecotoxicity/environmental risk assessment

An Environmental Risk Assessment has not been performed as this product is intended for generic substitution and therefore
will not result in an increase of risk to the environment during use, storage and disposal.
111.6 Discussion on the non-clinical aspects

Pharmacodynamic, pharmacokinetic and toxicological properties of Atorvastatin are well known. As Atorvastatin is a widely
used, well-known active substance, the applicant has not provided additional studies and further studies are not required.
Overview based on literature review is, thus, appropriate. The non-clinical overview on the pre-clinical pharmacology,

pharmacokinetics and toxicology is adequate. Non-clinical findings are adequately mentioned in the appropriate sections of
the SmPC.

VI. REVISION DATE

VIIl. UPDATES

This section reflects the significant changes following finalisation of the initial procedure.

PROCEDURE PRODUCT DATE OF DATE OF

NUMBER INFORMATION START OF END OF
AFFECTED PROCEDURE PROCEDURE
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