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BACKGROUND: Product manager has requested review of efficacy data (MRID Nos. 446321-
11 and 446321-12) to support the proposed labe! claims.

RECOMMENDATIONS: EASSB findings are:

The claims on the proposed label are not related to human health and therefore, the submitted
data were not reviewed or accepted. However, registrants are required to keep these data on
their file. The Agency retains the right to call such data any time.

Labeling:

Revise the statement “For use only in Calmic Sanitizer Unit” to read “For use only in Calmic
Sanitizer Unit for bacteriostatic odor control associated with human wastes”.

Expand the abbreviation, “WCs”.

Under the heading “Directions for Use” include the concentration of the product required to
provide effectiveness and the frequency of treatment required.



