V

r \ N |
ﬁf(ﬂ'}
*ok W European Directorate for the

*x Quality of Medicines & HealthCare

EDQM SYMPOSIUM: PHARMSCIFAIR 2009
SOURCING OF ACTIVE PHARMACEUTICAL INGREDIENTS (APIs)
Tuesday Afternoon, 9 June 2009

Programme

Opening remarks and general introduction

THE ROLE OF THE EUROPEAN PHARMACOPOEIA AND EDQM IN ENSURING
API QUALITY

14:00-14:40 Mr Jean-Marc Spieser, EDQM, Council of Europe

THE COMMISSION’S PROPOSAL FOR BETTER PROTECTION OF PATIENTS
AGAINST THE RISK OF COUNTERFEIT MEDICINES - STATE OF PLAY

14:40-15:20 Mrs Sabine Atzor, European Commission, Enterprise DG, Pharmaceuticals

PHARMASCIFAIR

9 June 2009 — Location: Palais des Congrés Nice Acropolis, Nice, France

PRESENT REGULATORY REQUIREMENTS FOR API MANUFACTURE -
SUFFICIENT TO PROTECT PUBLIC HEALTH OR A TRADE BARRIER?

15:20-16:00 Dr Chris Oldenhof, President of APIC (Active Pharmaceutical Ingredients
Committee)

PROGRAMME

SOURCING APIs - CHALLENGES FOR A PHARMACEUTICAL
MANUFACTURER

16:00-16:40 Mr Jan Petr, Representative of EGA (European Generic Medicines Association)

16:40-17:00 Discussion



