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Ch.3 {EZLGHT M2 FPremises and Equipment

m 3.26-En=8 K hERY (Qualification and Validation):
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Ch.5 YE=£0Operations

m 5.24-BYfREE (Segregation of Goods): )
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m Ch.9 ;&G TRANSPORTATION

m 9.15-25F5EME - B4 A R (Containers,
packaging and labelling):
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Validation :
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Action of proving that any procedure, process,
equipment, material
actually leads to the expected results (see
also qualification).(Defined in EudralLex

Volume 4 Glossary to the GMP Guidelines)

, activity or system
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GDPEZE ¥ B (Qualification) 1Y & £

m qualification: Action of proving that any
equipment works correctly and actually
leads to the expected results. The word
validation I1s sometimes widened to
Incorporate the concept of qualification.
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m DQ(Design Qualification):
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