EGA THE EUROPEAN GENERIC MEDICINES ASSOCIATION

Making Medicines Affordable

How to approach electronic submissions with eCTD?

Actual case studies on the benefits of using document management
system and preparing electronic submissions in eCTD format

1** February 2006

WEDNESDAY 1°* February 2006 Pre Conference Seminar

08:00 Registration and Welcome Coffee

09.00 - 09.15 | Greg Perry, EGA; Opening speech

09.15 - 10.00 | Hans Georg Wagner, EMEA; EMEA Readiness for electronic
submissions

10.00 - 11.00 | Vito Strasberger, Infotehna; How to approach electronic
submissions in eCTD format

11.00 - 11.30 | Coffee break

11.30 - 12.30 | Christian Armuss, ratiopharm; Practical experiences and principles
of Document Management System implementation in regulatory
affairs in ratiopharm

12.30 - 13.00 | Katja Babic Petrovic, Sandoz (Lek); Experiences with
implementation of company wide Document Management System
13.00 - 14.00 | Buffet lunch

14.00 - 15.30 | Mihajlo Ceraj Ceric, Bosnalijek; Practical example of using
Document Management System and publishing solution

15.30 - 16.00 | Coffee break

16.00 - 17.00 | Peter de Mayo Billev, Billevpharma; Practical experiences with
eCTD submission to the authorities
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For further information and to register on-line, please visit
www.gpaconferences.com or www.egagenerics.com
T: +377-93 501348 « F: +377-93 501348 * E: info@gpaconferences.com

Registrations close officially 21 January 2006 and are subject to availability.




