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BACKGROUND:

The registrani has submitted separate packages for chemistry and acute toxicity in support
of a new registration of an end-use product to be used as an industrial bacteriostat, fungistat, and
preservative. The chemistry package contains Confidential Statement of Formulas for the
manufacturing-use product and the end-use product, a label, and studies that have been submitted
to and identified by the Agency as MRID’s 45810101 and 45810102 which address Series 830

Group A and B data requirements. The acute toxicity package contains an acute eye irritation
study and has been identified as MRID 45810103.

FINDINGS:

- IR Hiovvcver, the CSF for the end-use product states that the active ingredient
is octadecylaminodimethyltxihydroxysilyl propyl ammonium chloride.

B e A b

5. The company has selected the cite-all method for support of the acute toxicity
requirements. The company also has submitted an acute eye irritation study to fulfill the

guideline 870.2400. The company cannot cite any data because this formulation contains a new
active ingredient.

6. No further review of chemistry or acute toxicity will be conducted because the
formulation may change.

CONCLUSIONS:

1. Product Science Branch has reviewed the submissions for chemistry and acute toxicity
and concludes that the registrant has a formulation with a new active ingredient.




