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〈604〉 LEAK RATE

Select 12 aerosol containers, and record the date and time to the nearest half hour. Weigh each container to the nearest mg, and record the

weight, in mg, of each as W . Allow the containers to stand in an upright position at a temperature of 25.0 ± 2.0° for not less than 3 days, and

again weigh each container, recording the weight, in mg, of each as W  and recording the date and time to the nearest half hour. Determine

the time, T, in hours, during which the containers were under test. Calculate the leakage rate, in mg per year, of each container taken by the

formula:

(365)(24/T)(W  − W ).

Where plastic-coated glass aerosol containers are tested, dry the containers in a desiccator for 12–18 h, and allow them to stand in a

constant-humidity environment for 24 h prior to determining the initial weight as indicated above. Conduct the test under the same constant-

humidity conditions. Empty the contents of each container tested by employing any safe technique (e.g., chill to reduce the internal pressure,

remove the valve, and pour). Remove any residual contents by rinsing with suitable solvents, then rinse with a few portions of methanol.

Retain as a unit the container, the valve, and all associated parts, and heat them at 100° for 5 min. Cool, weigh, record the weight as W , and

determine the net fill weight (W  − W ) for each container tested. [Note—If the average net fill weight has been determined previously, that

value may be used in place of the value (W  – W ) above.] The requirements are met if the average leakage rate per year for the 12 containers

is not more than 3.5% of the net fill weight, and none of the containers leaks more than 5.0% of the net fill weight per year. If 1 container leaks

more than 5.0% per year, and if none of the containers leaks more than 7.0% per year, determine the leakage rate of an additional 24

containers as directed herein. Not more than 2 of the 36 containers leak more than 5.0% of the net fill weight per year, and none of the 36

containers leaks more than 7.0% of the net fill weight per year. Where the net fill weight is less than 15 g and the label bears an expiration

date, the requirements are met if the average leakage rate of the 12 containers is not more than 525 mg per year and none of the containers

leaks more than 750 mg per year. If 1 container leaks more than 750 mg per year but not more than 1.1 g per year, determine the leakage rate

of an additional 24 containers as directed herein. Not more than 2 of the 36 containers leak more than 750 mg per year, and none of the 36

containers leaks more than 1.1 g per year. This test is in addition to the customary in-line leak testing of each container.

Auxiliary Information - Please check for your question in the FAQs before contacting USP.
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