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Essential information about the course

Given the necessity of scaling manufacturing of existing products and developing more specialised, patient-
centric drugs, the pharmaceutical industry is expanding into new markets. This market shift highlights the
requirement to set up new warehouse sites or set up new logistics supply relationships. Therefore, the
industry must ensure in parallel that individuals are upskilled to the GDP principles — it is paramount now
more than ever.

This course will provide learnings about the key aspects of GDP for pharmaceutical manufacturers,
wholesalers, secondary packagers, logistics firms and distributors of pharmaceutical products. You will gain
an understanding of the key aspects of GDP for pharmaceutical industry and how to maintain compliance
in the distribution of pharmaceutical products.

The course is designed to provide you with general knowledge of pharmaceutical GDP, the regulatory
environment and the impact through market authorization, distribution, and lifecycle of pharmaceutical
products.

Practical activities throughout the day will give you the opportunity to raise awareness on GDP guideline
and gain outline knowledge on pharmaceutical GDP regulators and best practices, so that the
understandings can be utilized in the workplace on completion of the course.

Our course agenda

Day 1

Benefits to you, welcome and introductions

Course aims, objectives and structure

Module 1: Introduction and background

Module 2: The GDP Quality Management System (QMS)
Module 3: Personnel

Module 4: Premises and equipment

Module 5: Documentation

Module 6: Operations

Module 7: Complaints, return, suspected falsified medical products and product recall
Module 8: Outsourced activities

Module 9: Self-inspections

Module 10: Transportation

Module 11: Course review and summary

Reflection and feedback

Close of day

Book today at
bsigroup.com/training

Upon successful completion of your course, you'll receive an internationally recognized BSI certificate.



Make sure the course is right for you
Who is this course for?

The course is ideal for anyone in a role within an organization that distributes pharmaceutical medicines or
involved in such services or materials (raw materials, Active Pharmaceutical Ingredient (API), filters,
packaging materials or consumables). This may involve logistics supply chains, including warehousing,
transportation, distribution or wholesalers, secondary-packers and labellers.

What will | learn? What are the benefits?
Upon completion of this course, you'll be able to: This course will help you:
e Describe the distribution chain and common e Gain fundamental knowledge of pharmaceutical
related issues GDP, the regulator(s) and related good
e Direct pharmaceutical product, compliance and practices (GxP) o o
commercial impacts from poor distribution e Apply the fundamental principles within your
practices pharmaceutical distribution related role

e Describe pharmaceutical Good Distribution
practice (GDP) versus Good Storage Practice
(GSP)

e  The main Pharmaceutical Inspection Co-
operation Scheme (PIC/S) GDP guideline
sections

e  The general requirements of each PIC/S GDP
guideline sections

Prerequisites - you are expected to have the following prior knowledge:

There are no formal prerequisites for this course, but it would be advantageous to have some previous
experience within the pharmaceutical supply-chain.

Why invest in training from BSI?

We want to make sure you have the best learning experience possible. That's why we offer a range of training
courses from beginner to expert. We create a positive learning environment, so you retain the knowledge and
acquire the skills that will continue to be of use beyond the course.

When you attend a BSI training course, our tutors are the best in the business. They’re truly passionate about
sharing their knowledge and ensuring you learn. Trusted experts with years of hands-on and business
experience, they bring the subject matter to life with relevant and contemporary examples to enhance your
learning.

Training delivered at your site could be a convenient and cost-effective option, especially if you have multiple
delegates. Talk to one of our experts to find out more.

Find out more
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