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Purpose of Application

The purpose of this application was to amend the specifications and container sizes of Banvel K
Dicamba K Manufacturing Concentrate.

Chemistry Assessment

Banvel K Dicamba K Manufacturing Concentrate is a solution containing the active ingredient
dicamba at a nominal concentration of 31.0%. This product has a density of 1.250 g/mL and a
pH of 9.5 (neat). A storage stability study in stainless steel containers is required as a condition
of full registration; otherwise, the chemistry requirements for Banvel K Dicamba K
Manufacturing Concentrate are complete.

Health Assessment

Revisions to the formulation of the manufacturing concentrate are not expected to appreciably
alter its acute toxicology profile. New acute inhalation toxicity and skin sensitization data for the
new version of the formulation were evaluated. The acute toxicity of the manufacturing
concentrate is low via the oral and dermal routes of exposure in the rabbit and via the inhalation
route of exposure in the rat. It is moderately irritating to the eye and skin of the rabbit, and is not
a skin sensitizer the guinea pig.

Environmental Assessment

An environmental assessment was not required for this application.

Value Assessment

A value assessment was not required for this application.
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Conclusion

The PMRA conducted an evaluation of the subject application and determined that the use of the
revised product in accordance with the label has value and will not pose unacceptable health or
environmental risk.
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