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4.7  What are examples of preparations that must comply—and those

that do not comply—with <797>?

Sterile preparations include infusions, injections, aqueous preparations for pulmo-
nary inhalations, irrigations for internal body categories, ophthalmics (including
drops), implants, baths and soaks for live organs and tissues. Prepackaging of sterile
products and preparations also must comply with <797>. Compounding nasal dos-
age forms for local application or irrigations for the mouth, rectal cavity, or sinus cav-
ity are not required to be sterile so must comply with <795>.*

14.2-6 Do containers need to be sterile?

Yes. All components of a CSP need to be sterile and pyrogen-free, including the con-
tainers and closures.




