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Application of Stability Research in Drug Quality Control
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Abstract

The stability of drugs is important information in relation to the clinical medication safety. Under normal conditions, with the extension
of storage time, the chemical will be degraded, which will lead directly to the effective ingredients reducing and deleterious substance
increasing, and the risks to the clinical medication safety. To understand and master the stability information of drugs, not only can re-
late to the clinical use of drugs, but also can relate to the drug development, production, marketing chain. In this paper, based on the sta-
bility experiment of API, the risk assessment and statistical analysis tools were used to evaluate the drug substance change to determine
the stability and validity of products, which could provide guidance for quality control and product registration.
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2 99.60% | 99.50% | 99.30% | 99.10% | 98.50% | 98.20% | 98.00% | 97.80% | 97.50% y = —0.0028x + 1.0003
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