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BACKGROUND, 

The registrant, Sterisil, Inc., has submitted an application for registration of a new 
integrated end-use product, Sterisil Dental Water Microbiological Cartridge. This product is a 
technical grade product, contained in a filter-cartridge housing, for use in cleaning and 
maintaining dental unit water lines. The data package included a Confidential Statement of 
Fonnula (CSF) for the basic fonnulation (dated August 14, 2008). The product is produced by 
an integrated fonnulation system (i.e., the product contains an active ingredient that is not an 
EPA-registered product). The Product Chemistry Reviewer has received the following documents: 

• Confidential Statement ofForrnula (CSF), dated 08/14/08, for the basic formulation. 
• A study titled "Sterisil Silver Impreb1J1ated Resin Product Chemistry" (MRID 475124-01). 
• A letter, dated 08/14/08, MRID # 475t24-00. 
• A label, dated 08115/08 pin punched. 
• Summary of the physical/chemica! properties, dated 08/14/08 (EPA Fonn 8570-36). 

FINDINGS, 

1. The laboratory report describes studies conducted for the product, Sterisil Silver 
impregnated Resin. It appears that this name is an alternate name for the product, Sterisil 
Dental Water Microbiological Cartridge. 

2. Studies supporting Group B product chemistry data requirements were not provided in 
this data package. However, a summary of the physicallchemical properties (EPA Fonn 
8570-36) was provided. 

3. The reported density and pH on the CSF could not be confirmed with the studies. 

4. The CSFs, dated 01112109, for the basic and alternate fonnulations are revised. 

5. The CSF and the label have the same nominaL 

CONCLUSION, 

The CSFs, dated 01/12/09, for the basic and alternate fonnulations are acceptable. The 
product chemistry package is acceptable. Storage Stability and Corrosion Characteristic studies are in 
progress . 
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