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policy that describes the overall
intentions and direction of the
company related to quality and should
ensure continuing suitability and
effectiveness of the Pharmaceutical
Quality System and GMP compliance
through participation in management
review.
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1.7 The Pharmaceutical Quality System
should be defined and documented. A
Quality Manual or equivalent
documentation should be established
and should contain a description of
the quality management system
including management responsibilities
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management has the ultimate
responsibility to ensure an effective
Pharmaceutical Quality System is in
place to achieve the quality
objectives, and, that roles,
responsibilities, and authorities are
defined, communicated and implemented
throughout the organisation. Senior
management should establish a quality
policy that describes the overall
intentions and direction of the
company related to quality and should
ensure continuing suitability and
effectiveness of the Pharmaceutical
Quality System and GMP compliance
through participation in management
review.
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2.1 The manufacturer should have an
adequate number of personnel with the
necessary qualifications and practical
experience. Senior management should
determine and provide adequate and
appropriate resources

(human, financial, materials,
facilities and equipment) to implement
and maintain the Pharmaceutical
Quality System and continually improve
its effectiveness. The
responsibilities placed on any one
individual should not be so extensive
as to present any risk to quality.
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1.6 There should be per iodic
management review, with the
involvement of senior management, of
the operation of the Pharmaceutical
Quality System to

identify opportunities for continual
improvement of products, processes and
the system itself.
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