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Compatibility study discussion of plastic components and systems used in
manufacturing of chemical injection products
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Abstract: Plastic components and systems used in the manufacturing of chemical injection products may lead to the accumulation of
leachables, which could impact product quality or patient safety. Based on the published guidelines and standards, this article will
introduce the recommended method for plastic component and systems compatibility studies (such as silicone tube, filter). Drug
product applicants should be responsible for the suitability of plastic components and systems through risk assessment and
experiments if necessary. The author also summarized several wrong methods found in the technical documents. The main objective

of this article is to guide the applicant to implement compatibility studies with a scientific and reasonable manner.
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