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Field tests and analysis for the ACH rate needed for GMP Grade B area---the
background area for manufacturing sterile medicinal products
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Abstract: Field tests were conducted in three facilities used for sterile medicine manufacture.
ACH rate and system status was changed to determine the relationship of cleanliness, clean up
period and ACH rate. The test results illustrate that the theoretical calculation results of 40 per
hour or even lower could satisfy the cleanliness requirements of ISO 5 for Grade B area are
validated.
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