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Requirements by FDA for container labels and carton labeling of prescription drugs
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Abstract: FDA issued “Guidance For Industry — Safety Considerations for Container Labels and Carton Labeling Design to

Minimize Medication Errors (Draft)” in April of 2013. For prescription drugs, a set of recommendations, including the general

principles and specific recommendations, were provided. There is no still such guidance in China. This paper introduces the main

contents of the guidance of FDA. It is expected to help to improve the quality of drug labels and labeling and to strengthen the

supervision work in our country, especially to be beneficial to ensure the safety of drug users.
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