H Medicines

Agenda

02 April 2024

16" Annual WHO PQT Medicines Quality Assessment Training (virtual)

10-13 June 2024

Times are CEST: Central European Summer Time

Monday, 10 June 2024

15:00-15:05: Welcome
15:05-15:10:  1-1 - Workshop agenda
15:10-16:30:  1-2 - Quality assessment principles

1630 -18:00 1-3 - API review and common deficiencies

Tuesday, 11 June 2024

15:00-16:30  2-1 - Assessment of a bioequivalence study

16:30-18:00  2-2 - Assessment of a biowaiver application: BCS & additional strengths

Wednesday, 12 June 2024

15:00-16:00 3-1 - Pharmaceutical development
16:00- 17:00 3-2 - Process validation

17:00-18:15  3-3 - Specifications

Thursday, 13 June 2024

15:00-16:00  4-1 — Analytical method validation
16:00-17:15:  4-2 — Stability common issues
17:15-18:00  4-3 — Product information

18:00-18:15  Closing
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