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Key points of on-site inspection and typical deficiencies analysis of environmental
monitoring in biological products inspection

YANG Jingpeng!, YAN Ruoxi!, ZHAO Songyue?
1. Center for Food and Drug Inspection of NMPA, Beijing 100076, China
2. Center for Food and Drug Inspection of Yunnan Province, Kunming 650200, China

Abstract: Biological products belong to varieties with high risk of bacterial contamination, and their production often involves aseptic
production processes, therefore environmental monitoring requirements need to be formulated. The key points for on-site inspection
of environmental monitoring in the biological products production include environmental monitoring risk assessment, development
and implementation process control of environmental monitoring procedure documents, environmental monitoring of A/B-level areas,
and regular review of environmental monitoring results. The typical defects found in environmental monitoring inspections mainly
focus on monitoring point location and frequency risk assessment, review and trend analysis, monitoring alarm and deviation handling,
daily monitoring and operational standardization, and data reliability. This article analyzes the key points of on-site inspection for
monitoring the production environment of biological products, and summarizes the common problems found in various inspections in
China, to provide reference and guidance for biological product enterprises and biological product inspectors to further monitor and
inspect the clean environment of drug productions.
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