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Research on the Establishment and Practical Path of Quality Control System in Pharmaceutical Inspection
and Testing Laboratories
Hui Li
Jinzhong Inspection and Testing Center

[Abstract] As a special commodity directly related to human life health and drug safety, the quality, safety,
effectiveness and stability of pharmaceuticals completely depend on the precise scientific evaluation of inspection
and testing laboratories. Focusing on the quality control of pharmaceutical inspection laboratories, this paper
strictly complies with the requirements of ISO/IEC 17025 system and special regulatory standards such as the
Measures for the Administration of Drug Inspection and the Chinese Pharmacopoeia. It deeply analyzes the
common industry problems existing in the core links of current laboratories, including personnel professional
competence, instrument and equipment efficiency, inspection method validation, and full-process data
management, and innovatively proposes an optimized "full-factor closed—loop control" solution. By
introducing an intelligent equipment life cycle management system, building a drug—specific method validation
database, and improving the full—chain sample traceability system and other practical strategies, the accuracy,
traceability and reliability of pharmaceutical inspection results are comprehensively improved, providing
professional and standardized technical support for the whole—life cycle quality supervision of pharmaceuticals.
[Key words] Pharmaceutical Inspection; Laboratory Quality Control; ISO/IEC 17025; Method Validation;
Data Traceability; Whole—life Cycle Supervision of Pharmaceuticals
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