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Where data demonstrate the need, tests and acceptance
criteria for extractables from the container/closure system
components (e.g., rubber stopper, cap liner, plastic bottle,
etc.) are considered appropriate for oral solutions
packaged in non-glass systems, or in glass containers with
non-glass closures. The container/closure components
should be listed, and data collected for these components
as early in the development process as possible.
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(b) Extractables / Leachables

A study should be conducted to determine the extractables profile from the container closure
components that are in contact with the formulation during storage and/or use. Details and justification
of the study design (e.g., solvents used, temperature, storage time) and the results should be provided.
Identification of the compounds should be attempted and safety assessments should be conducted. A
cross-reference to the data presented in Module 4 (Safety) should be included here.

It should be determined whether any of the extractables are also leachables present in the formulation
at the end of the shelf life of the product or to the point equilibrium is reached, if sooner. Depending
on the levels and types of compounds detected, consideration should be given to including a test and
limits for leachables in the drug product specification. If a correlation between extractable and
leachable profiles can be established, control of leachables could be accomplished via testing and
limits on extractables. If there are no safety concerns with the type and level of leachables detected,
routine monitoring of leachables would not be necessary.
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