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» Guidance for Industry Container Closure Systems for Packaging
Human Drugs and Biologics (FDA, May 1999)
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chemical, biological and biotechnicological products,
including drug-device combination drug products
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Table 1
Examples of Packaging Concerns for Common Classes of Drug Products

Degree of Concern Likelihood of Packaging Component-Dosage Form Interaction
Associated with the

Route of High Medium Low
Administration )
Highest Inhalation Aerosols Sterile Powders and
and Solutions; Powders for
Injections and Injection; Inhalation
Injectable Powders

Suspensions”

High Ophthalmic Solutions
and Suspensions;
Transdermal
Omtments and
Patches; Nasal
Aerosols and Sprays

Low Topical Solutions and | Topical Powders; Oral Tablets and Oral
Suspensions; Topical | Oral powders {Hard and Soft
and Lingual Aerosols; Gelatin) Capsules
Oral Solutions and
Suspensions FDAH A5 2 &Y k%
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