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HPRA

An tUdaras Rialéla Tairgi Slainte
Health Products Regulatory Authority

Wholesale Distribution Conference
11" November 2014
The Crowne Plaza Hotel, Santry Demesne, Santry, Dublin 9

Registration Opens

Welcome

Session 1

Wholesale Distribution: Regulatory Developments

Topics to Include:
e New GDP Guidelines Overview
e feedback from Inspection Program
e Practical aspects of Eudra GMDP, new format of authorisations and GDP
Certificates

Panel Discussion
Morning Break - Tea/Coffee

Session 2

Wholesale Distribution: Protecting the Supply Chain

Topics to Include:
e Transport of Medicinal Products
e Computer System Validation:- HPRA expectations
e Case Study: how reports of falsified medicinal products can impact wholesale
distributors

Panel Discussion

Lunch Break



Wholesale Distribution: Specialist Topics

Topics to Include:
e Medicinal Product Recalls:- impact on distributors
e Impact of Cosmetic Regulation (EC) 1223/2009 as amended on distributors
e Overview of HPRA sampling and analysis program

Parallel Sessions
The remainder of the program will include parallel sessions covering practical workshops relevant to
wholesale distribution and one-to-one inspector Q&A. The one-to-one inspector Q&A will be made
via appointment at registration. Parallel sessions have been incorporated to facilitate greater
(nteraction.
Attendees may attend both sessions A and B.

Topic

Practical workshop

Topic

One-to-one inspector Q&A

16:30 Close of Conference

*** Please note that this agenda may be subject to change ***



