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[PIC/S RECOMMENDATION]
Pl_012-3 RECOMMENDATION ON STERILITY TESTING
e 8.1 CLEAN ROOM DESIGN

e 8.1.1.1 The sterility test should be conducted within a
class A laminar airflow cabinet located within a class B
clean room, or in an isolator that need not be located
within a controlled environment. The test may also be
performed within a class A clean room, if available.
Sterility testing should be carried out in a work zone
that offers sufficient space and material should be
placed in such a way that it does not disrupt the
laminar airflow.
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