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ABSTRACT

In order to fulfill the GMP spirit in pharmaceutical plants
to ensure drug quality and maintain medication safety, FDA in
the USA proclaimed separately a set of Current Good Manufacturing
Practices (cGMP) in 1978, and re-stipulated that the drugs must
undergo the validation qualification during the manufacturing
process, so that the production environment can tally with the
aseptic level demand in the production process. Moreover, World
Health Organization (WHO) also issued GMP aiming at vaccine
manufacturing pharmaceutical plant in 1997 that has complete
regulations on the preparation and efficacy of validation
operations.

The research probed into how the heating ventilation and
air-conditioning (HVAC) system validation operating procedures
conformed to the pharmaceutical industry’ s demands on HVAC
system in the domestic course of carrying out GMP, discussed the
HVAC system validation operating procedures by means of the
cleanness differentiation and the particle size classification
under different operating condition in PIC/S (Pharmaceutical
Inspection Co-operation Scheme): Guide to GMP for medicinal
products, and explored the recovery time and air changes of

establishing HVAC system cleanness.
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