PDA

Parenteral Drug Association

PDA Workshop on

Annex 1 EU GMP Guide and Its Impact
on Media Fill Practices

30 September 2008, Milan, Italy

Agenda
08:00 — 08:30 h: Registration

08:30 h:  Welcome
Stefano Maccio, PDA-Italy Chapter President

09:00 h: Introduction with Reference to Annex 1 EU GMP Guide and PDA Technical
Report No. 22 (Revision Draft)
Jean-Luc Clavelin, Eli Lilly, France

10:30 h:  Break-Out Groups (Coffee served)

11:30 h:  Media Fill Acceptance Criteria and Investigation of Failures
Marco Budini, formerly Novartis, Italy

13:00 h:  Lunch break
14:00 h:  Break-Out Groups

15:00 h  Microbiological and Laboratory Aspects of Media Fill Simulations
Gilberto Dalmaso, GlaxoSmithKline SpA, Italy

16:30 Break-Out Groups (Coffee served)

17:30 h: Closing Remarks
Gabriele Gori, PDA-Italy Chapter Past President

18:00 h: Closure
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