Good Distribution Practices
(GDP) for the pharmaceutical
and allied sectors

Seminar at the Runnymede Hotel, Egham
in Surrey - July 11th, 2006

BB Highly interactive course, aimed at all pharmaceutical
professionals wishing to increase their knowledge and
H understanding of GDP requirements.

Aims to evaluate GDP (irective 2001/83/EU, Directive 2004/27/EC, EU Guidelines on || [l
Good Distribution of Medicinal Products for Human Use 94/C63/03) @nd explore these
from the viewpoint of both industry and the authorities. i

I Offers a practical explanation for those engaged in
setting up and implementing GDP or managing
[ | quality systems for pharmaceutical products.

Topics Include:

- What is GDP and why is it needed?

- GDP per EU directives/regulations & guidelines

- The Orange Guide

- MHRA - hot topics in GDP

- MHRA - guidelines/expectations & perspective on GDP
- Counterfeit products

- Mock recall

Objectives:

[ Understand the regulatory requirements and constraints facing
wholesalers and distributors of pharmaceutical products
Become familiar with the relevant sections and clauses of the ‘Orange
Guide'

[l Develop their organisation's process and identify the controls necessary to
ensure compliance with GDP regulations



Course format:

The course consists of formal content presentation interspersed with content
quiz sessions and intensive audience participation. It may be modified to run

in-house for client companies.

Target sectors:

m Any company with, or considering,
an MHRA Wholesale Dealer’s Licence

m Pharmaceutical manufacturers

m Pharmaceutical suppliers and
contractors

Target audience:

m Warehouse staff

m Purchasing & logistics staff
m Customer service staff

m Sales staff

Course tutors:

Ciaran Brady has 25 years’ experience
in supply chain/materials management
in the pharmaceutical, healthcare and
drinks industry. He is currently
managing partner of PLS Pharma
Logistics, engaged in the provision of
tailor-made purchasing, logistics and
supply chain management solutions.
Services include consulting, coaching,
education, training and responsible
person services. He has worked for
major multinational pharmaceutical
companies at a senior level, mainly in
supply chain/materials management.

m Wholesalers & distributors

m Active ingredient and excipient
manufacturers

m Logistics companies

m Contract laboratories

m Quality control and quality
assurance staff at all levels
m Regulatory and compliance staff

Aidan Madden is general manager
of FivePharma.com, a company
offering tailored training courses to
the pharmaceutical and allied
sectors. The company can also
provide qualified person services,
assist in quality systems development
and offers contract auditing services.
Aidan has many years' experience
working for multinational pharma
and biologics companies in various
quality roles.

. - Cost: £500 per delegate Interested?

Contact: FRANK BAGSHAW LTD
3 BErRwIcK CoUuRT, WALTON, CHESTERFIELD S42 3SP

T. 0124 236499 r: 0124 222339
E: FRANKBAGSHAW@AOL.COM
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