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[F1ANNEX I

ANALYTICAL, PHARMACOTOXICOLOGICAL AND CLINICAL STANDARDS
AND PROTOCOLS IN RESPECT OF THE TESTING OF MEDICINAL PRODUCTS

Textual Amendments
F1 Substituted by Commission directive 2003/63/EC of 25 June 2003 amending Directive 2001/83/EC of

the European Parliament and of the Council on the Community code relating to medicinal products for
human use (Text with EEA relevance).

Introduction and general principles

(4) In assembling the dossier for application for marketing authorisation, applicants shall
also take into account the scientific guidelines relating to the quality, safety and
efficacy of medicinal products for human use as adopted by the Committee for
Proprietary Medicinal Products (CPMP) and published by the European Medicine
Evaluation Agency (EMEA) and the other pharmaceutical Community guidelines
published by the Commission in the different volumes of The rules governing
medicinal products in the European Community.]
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