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GMP compliance for inspections, sampling and testing of packaging components in pharmaceuticals
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Good Manufacturing Practices dictates that every packaging material either product contact or non product contact, has
to be inspected, sampled and tested to be in compliance with the regulations and to protect the consumer health. The
Federal Food, Drug, and Cosmetic Act mandates the need for adequate information related to packaging materials. Section
501(a)(3) of the Act states that a drug is deemed to be adulterated “if its container is composed, in whole or in part, of any
poisonous or deleterious substance which may render the contents injurious to health. Current good manufacturing practice
(CGMP) requirements for the control of drug product containers and closures are included in 21 CFR Parts 210 and 211 and
reference packaging materials such as bottles, blisters, shippers, resins, caps, liners, ampules, vials, labels etc. Hence, both drug
manufacturers and packaging material suppliers are equally responsible for providing assurance on Quality and Integrity of the
packaged drug product to consumers.

This session provides a overview of all the criteria and guidelines governing inspecting, sampling and testing of packaging
materials for pharmaceutical manufacturers and suppliers
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