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Hetrex Research Corporation

11270 s. Dransfeldt Road (shipping only)
P,0O. Box 9A#53 '

Parker, CO 80134

Attn: David Stump

Subject: Metricide Activated Dialdehyde
Solution
EPA Reg. No. 46581-1
Amended Appl. dated June 13, 1985

The submitted microbiological "reuse™ data is not acceptahle
for the following reasons:! '

‘The submitted data provide presumptive evidence to support
efficacy of the subject product when activated and reused in a
manual applicaticn system for disinfection and/or sterilization
in accordance with lahel directions for a l4-day period.

However, for validation and acceptance of these data, the
following additional data/information must be submitted:

l. The daily test schedule with the record of the date
and time that each described activity (the 3 daily
washing/disinfecting cycles, bioburden additions, etc.)
was conducted in the simulated-reuse study is required
to document the preparation of each reuse sample tested,

2. To support the tuberculocidal reuse claim, the test
results-after the specified 90 days incubation are re-
quired. The test results submitted for a shorter in-
cubation period are unacceptabla., Moreover, the raw
phenol resistance data against Mycobacterium bovis BCG
in the three test media are required to clarify and

- complete this data report. '
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3. The chemical analytical procedure employed in the

determination of the glutaraldehyde concentration is

required to clarify and complete the test report.

Sincerely,

John H. Lee
Product Mandger” 31
Disinfectants Branch

Registration Division (TS-767C)
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