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Abstract Objective: To provide the reference for pharmaceutical manufacturers to determine if microorganisms
recovered from non-sterile products, excipients and active pharmaceutical Ingredients are objectionable,
and to establish corresponding control strategy. Methods: Summary the judgment criteria for objectionable
microorganisms based on the requirements in Ch.P, USP, EP and Drug Administration Law of the People's
Republic of China; Establish the testing control strategy based on ICH Q6A, Ch.P, USP and EP. Results and
Conclusion: The presence of objectionable microorganisms in non-sterile products may reduce or inactivate the
efficacy of the product, affect the product quality, and has a potential risks to the health of consumers, however
there is no clear definition and testing control strategy in current pharmacopeia. The manufacturer should establish
a systematic, clear and operable risk identification and control strategy for objectionable microorganism and guide
operators to evaluate objectionable microorganisms.
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For a given preparation it may be necessary to test for other

microorganisms depending on the nature of the starting materials
and the manufacturing process. ( X EL A1) il 70 75 22 A 7=
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