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Establishment of risk evaluation system in manufacturing of oral solid dosage
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Abstract: This paper introduces the quality risk management (ICH Q9) concept and tries to establish risk

assessment system. Eight risk factors are defined including content deviation and content fluctuation. After the

study of risk factors in many batches of drugs, the risk figures of every pharmaceutical factory are calculated, and

the risk priority numbers are arranged, which reflect the technical stability of pharmaceutical enterprises. This

paper aims to discover predictably the potential risks in manufacturing process so as to minimize the adverse drug

events.
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