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~ #2 & ~ | The system for managing quality should

s IAFE 45’ 4 ¢ | encompass the organisational structure.
procedures. processes and resources, as
well as activities necessary to ensure
confidence that the product delivered
maintains its quality and integrity and
remains within the legal supply chain
during storage and/or transportation.
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2.2 ob ' AR £ X tHE 0 %Rl | The quality system should be fully
448 ) 4% | documented and its effectiveness

7 & | monitored. All quality system related

activities should be defined and
documented. A quality manual or
equivalent documentation approach
should be established
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DU AR S % S AT R ”f‘ B should have clearly specified authority

3 Designated responsible person(s) should
#4)5 » | be appointed by the management, who

and responsibility for ensuring that a

quality system is implemented and
maintained.
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