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Practice of Whole Process Management for Debugging and Verification of Purification Air

Conditioning System

CAO Zhiguang
Tianjin Jincun Pharmaceutical Co., Ltd., Tianjin, 300308, China

Abstract: Purification air conditioning system is the main guarantee system for controlled environments such as drug production,
medical device manufacturing, and biological laboratories. The article discusses the management points of the entire debugging and
validation process based on GMP standards, 1SO14644, and ISPE guidelines. The debugging phase mainly discusses single machine
trial operation and linkage debugging, while the verification phase focuses on the technical parameters of design confirmation DQ,
installation confirmation 1Q, operation confirmation OQ, and performance confirmation PQ. On this basis, a full process collaborative
management strategy is proposed, which includes the connection between debugging and validation, risk deviation control, assurance
of data integrity, and re validation maintenance mechanism.
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