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Aseptic Process Simulation Test in a Pharmaceutical Workshop

YANG Huimao ,TIAN Zhiwen,FAN Lihua
(Zhejiang Medicine Co. ,Lid. Xinchang Pharmaceutical Factory,Shaoxing , Zhejiang ,China  312500)

Abstract: Objective
conditions of process, materials, facilities, equipment and personnel, and to identify the weak links in the production process.
Methods

edical Products ministration, the S test was designed for the process conditions under the above "worst conditions", and the
Medical Prod Ad he APS designed for the p d d he ab " d " d th

To analyze the ability of a pharmaceutical workshop to produce the aseptic products under the specific
According to the "worst conditions" of aseptic process simulation (APS) test in the guidelines issued by the National
media — fill simulation test was conducted. Results The APS test included aseptic medium preparation, aseptic medium fill,
lyophilization and tamping, capping, culture and inspection, growth promotion test, environmental monitoring and washing after the
media — fill simulation test. Under this condition, no microorganism grew in the filled products. The samples cultured for 14 d were
selected for the microbial growth promotion test, which showed that Staphylococcus cohnii, Micrococcus luteus, Bacillus firmus,

Rhodotorula mucilaginosa , Moraxella osloensis and Cladosporium halotolerans all grew well. Conclusion The standardization of the

daily aseptic fill process, environment and aseptic operation technology of the operators in the clean room of the pharmaceutical

workshop is helpful to ensure the quality and sterility of the produced drugs.
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Tab.1 Selection of the worst parameters of the APS test
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Tab.2 Selection of the intervention operations of the APS test!”
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Note: * refers to the time is automatically controlled by the equipment,without fixed data.
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Fig.1 Operation flow of the APS test
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Tab.3 Results of microbial identification in the clean area
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