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3
L proOTE
OFFICE OF
PREVENTION PESTICIDES AND
TOXIC SUBSTANCES

Millhiken Chemical, M-400
920 Milliken Road, P O Box 1927,
Spartanburg, SC 29304-1927

Mailed to Steptoe & Johnson
1330 Connecticut Ave , NW
Washington, DC 200036
Attention Elizabeth Brown, Agent

Subject Antimicrobial AlphaSan RC 5000 EPA Reg No 11631-2
Antimicrobial AlphaSan RC 2000 EPA Reg No 11631-3
Antimicrobial AlphaSan RC 7000 EPA Reg No 11631-4
Agency Imtiated Action—Notice of Satisfaction of Time Limited
Conditions Imposed in EPA’s 11/9/00, and 9/26/02 Approval Letters

On November 9, 2000 and September 26, 2002 the products above were approved on a
conditional time-limz1ted basis for all the indirect food, drinking water, and HVAC
components uses histed on the last stamped labels The approvals allowed use of the
subject products as antimicrobial additives when 1) incorporated into the specific food
contact polymers listed in 21 CFR Parts 174 through 186 inclusive, or in FDA’s “Food
Contact Substance Notification System, 2) into certain human and amimal drinking water
contact treated articles, and 3) applied to HVAC components during original
manufacture

The approvals required the submission of the studies listed below to support the food,
drinking water contact, uses and HVAC components during original manufacture use
on the stamped labels

A Sub-chronic, non-rodent feeding study (830 3150)
B Two-generation reproductive study (870 3800)

The required data were submutted, reviewed and found to be acceptable The Agency
additionally determined that the conditionally accepted uses did not pose unacceptable
adverse effects to humans or the environment Based upon these findings the Agency has
determined the company has satisfied the time-limited conditions 1nitially imposed upon
the above registrations for the indirect food, drinking water, and HVAC components uses
and 1s therefore 1ssuing this notice to specify that the time-limited conditions imtially
imposed upon these approvals are no longer 1n effect
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pg 2
Re EPA Reg No 11631-2, EPA Reg No 11631-3, EPA Reg No 11631-4

Stamped copies of your accepted labels are enclosed for your records

If you have any questions about the comments 1n this letter, please feel free to contact
Demson Fuller at 703-308-8062, or myself at 703-308-6341

Sincerely,

Marshall Swindell

Product Manager 33
Regulatory Manager Branch I
Antimicrobial Division (7510P)
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