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Eudralex Vol. 4: EU-GMP Part /

Chapter 1 (effective 31. Jan 2013)
Pharmaceutical Quality System
(PQS)

Changes are to align with ICH
Q10 and implement QRM
principles

PQS facilitator to manage GMP

— Appropriately qualified and trained
personnel

— Adequate premises and space

— Suitable equipment and services

— Correct materials

— Containers and labels

— Approved procedures and
instructions

— Suitable storage and transport
— Quality Control
— Product Quality Review

More than Q10

ICH Q10
Pharmaceutical Quality System (PQS)

+ Management Responsibility

+ Continual Improvement of process
performance and product quality

+ Pharmaceutical Quality System Elements

- ProcessPerformance and Product Quality
Monitering System

- Corrective Action and Preventive Action (CAPA)
System

- Change ManagementSystem

- Management Review of Process Performance and
ProductQuality

+ Continual Improvement of the PQS

Acknowledgement: Dr-Ing. Stephan Ronninger,
F Hoffmann-La Roche Lid
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