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Abstract :
Background

Nebulizer therapy using an inhalation expectorant/bronchodilator agent is a procedure often performed clinically in patients with
respiratory diseases, etc. While the CDC guidelines recommend sterile handling, inhalation drugs, with which multiple
administration containers are filled, are often used in Japan. Even if sterility was maintained before opening, there is a concern that
the risk of contamination may increase depending on the control method applied. In this study, we intentionally contaminated
inhalation drugs with bacteria and examined changes over time under the conditions presumed to be prevalent in clinical settings
(storage temperature and storage time).
Method

By using Japanese Pharmacopoeia Preservatives-Effectiveness Tests as a reference, 9 types of bacteria were intentionally added to
a total of 5 types of inhalation drugs; 2 types of undiluted inhalation agents with an antiseptic agent and 1 type without an antiseptic
agent and 2 types of adjusted inhalation drugs used in actual clinical settings. They were stored in a cool place or at room
temperature, collected at 2, 4, 6, and 24 hours or 6 and 24 hours, respectively, and were evaluated for changes in the numbers of
bacteria.
Result

All bacteria remained in the inhalation drugs without an antiseptic agent, while only 3 types of bacteria remained in the inhalation
drugs with an antiseptic agent for 24 hours. When undiluted inhalation drugs with an antiseptic agent and adjusted formulations of
the same inhalation drugs were compared, bacteria tended to remain in the latter, as well as in drugs stored in a cool place, than in
those stored at room temperature.
Conclusion

It is important to handle and control inhalation drugs in a sterile manner to prevent bacterial contamination. In addition, it is not
necessarily suitable to store inhalation drugs in a cool place after opening.

Key words : inhalation, multidose bottle, cool temperature, room temperature




