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Study on the Integrity Test of Sterility-testing Isolator System by Pressure
Change Method

Pan Weijing, Peng Xingsheng, Lin Mei, Zhang Mei, Li Gaomin" (Shanghai Institute for Food and Drug Control,
Shanghai 201203, China)

Abstract Objective: To study the influencing factors of the pressure change method for testing the integrity of
the sterility-testing isolator system. Methods: The influences of temperature, atmospheric pressure, test time and
test pressure on the test results were discussed. Results: Among the influencing factors, the change of temperature
had great influence on the test results while the change of atmospheric pressure had little effect on the test results.
Conclusion: The integrity test of the aseptic isolator system should properly design the test conditions. Based
on the existing instrument conditions, the test time and test pressure should be properly set and the temperature
should be stable during the test cycle.
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