EU Pharma GDP [EREEEEZ B 4F 7 $H IR &6

Standard Understanding Training =2EE g2 1Z 3
(#GDP-EU-U2R)
Internal Auditor Training A2 S &3
(#GDP-EU-IA2)

Training Objectives EilEE

> To understand the basics of EU Guidelines on Good Distribution Practice for
pharmaceutical products for human use (EU GDP)
R AZ R R A REY M R i 7 i 7R 28 AV BL
To understand the principles of quality management in EU GDP
REMERE DERBINESEIERA
To understand the requirements for logistics in EU GDP
RAEERBA NS RIF 77 SR &S P R EK
To develop the basic expertise to implement a QMS according to EU GDP
BRNERBERFDHAGEMBEEEIREAPTFEMREE
To develop the basic expertise for internal audits (for Internal Auditor Course)
BRETASEZMEERNS (BARANEERE)

Note j*:

The interpretation of the regulations is just for the purpose of quality management system.
Please consult lawyers before making decisions related to regulations.
HZERBRNWEERRANEEEERZNERN - EHEEARBREIRRAIBLEARMER

Recommended Prior Knowledge &:#Em=5£:240

Experience in pharmaceutical logistics or distribution
BEYIRS D HAR

Problems in pharma logistics or distribution operations
EBEYRNDEPBIOEE
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Suitable for Zi%=:

» Auditors, Managers, Engineers, Experts, Consultants in pharmaceutical related
field.

BBV D IERERENEZE - TR - S1EE - FFEAL - B

Persons seeking career opportunities in pharmacy field /Certification Bodies.
SHHRBEYRN D HAE / RDEEEEENERSAL

Keep learning.
Be outstanding!

Training Approach Ealifz=t

Lecturing by tutor 7 il I 1%

Exercises (individual or by team) #&Z& (& AsL/]\4H)
Workshops 558 4R

Language: English or Chinese

s ENHPX

Tutor: Experienced Trainer with Auditor Qualification
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Course Agenda #iE%=H

Evaluation

DEVA=E:: Items JEE S

Introduction 7743
Quality management EE£&1E
Personnel AZ

Premises and equipment &%t F1z% 5 Participation
Required

RS

« Documentation X
« Operations &1
« Complaints, returns, suspected falsified medical

products and medicinal product recalls

)k - BE - SRAEEREmMmNERAQD

« Outsourced activities 9MNE1EE)

- Self-inspection BEIRE
« Transportation E#i Partlup.atlon
Required

« Specific provisions for brokers &4 AR ERERE o

= <

« Final provisions SR& &R

- QA RBIE

 Written Exam 23 <open book F%&> (1 hr /M) Pass: >=60%

Course No.;R 24wk Lecturing %% Remark #&E
#GDP-EU-U1 1.5 days X
#GDP-EU-1A2R 2 days X Add Internal Audit Module 371 Py &1
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Evaluation and Certificate #E&fES

Evaluation based on Participation 2 ERIFFEG

A Certificate of Attendance by DQS will be issued to the registered participants who have

participated in the whole training course and completed all assignments, but have not

been successful in passing the exam.

ERLFWTHARRETR - ERERBECUNBECESDQSIEZAVIHIILFES -

General Evaluation #Z & ;&

A Certificate of Successful Completion by DQS will be awarded to registered participants

who have patrticipated in the whole training course, completed all assignments, and

passed the exam.

ERLEMTARELES - WEBECEMBEE0ESDQSIRAVIEIISTMEE -

Contact Information E&EE

Tel: +852 - 3752 2297; 3752 2290; +86 - 187 1773 3306

www.dgsglobal.com/en-hk/ ; info.hk@dgs.de
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