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New medicine

European Medicines Agency (EMA) or Spanish Medicines and
Medical Devices Agency (AEMPS: autonomous body dependent
of the Ministry of Health and Social Policy
Task: decision on authorisation and registration
Criteria: Quality, safety, efficacy (Directive 2004/27/EC), Spanish Medicines Act Evaluation Committee
(Act 29/2006, July 26, for Guarantees and the Rational Use of Medicines and

AUTHORISATION
CLASSIFICATION

Healthcare Products), Spanish Royal Decrees 1344/2007 and 1345/2007
In consultation with Pharmacovigilance
Spanish Medicines and Medical Devices Agency Committee
Task: Decision on prescription, dispensing requirements and if a pharmaceutical fulfils the
Criteria of pharmaceuticals Decentralized Health care
Criteria: Directive 92/56/EEC, Spanish Medicines Act, Spanish Royal Decrees 1344/2007 and structures in regions are
1345/2007 and Ministerial Orders that state the prescription and dispensing requirements also in charge of
.y pharmacovigilance
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