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Calgon vestal Laboratories

pivision of Calgon Corporation
Subsidiary of Merck and Company, Inc.
5035 Mancheater Avenue

St. Louis, MO 63110

Attention:

Gentlemen:

Subject: LPH ag One-Step Germicidal Detergent
EPA Registration No. 1043-91
Your Application Dated March 8, 1988
EPA Received Date Maxch 15, 1988

The submitted data meet the requirement to support effectiveness
of the product as a virucide against HIV~1 (AIDS virus) on haxd, nonpcrous
surfaces in the presence of a moderate amount of organic soil (5% blood
serun) when used at a 1/256 dilution in 400 parts per million CaCOy hard
water for a contact time of 1 minute and/or 2 minutes at room temperature

{20 to 25 *C).

The amendment ruferred to above submitted in connection with
registration under section 3(c)(7)(A) of the rederal Insecticide, Pungicide,
and Rodanticide Act, is accepted provided that you:

7. Make the labeling changes listed below before you release the
product for shipment bearing the amended labeling.

E. Nouss
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The contact times of 1 or 2 minutes employed for efficacy
testing against HIV-1 does not correlate with the Tontact
time of 10 minutes supported in previously accepted efficacy
data for disinfection and the last acceptsd labeling for
this product. Therefore, if a claim for shorter contact
time 1s made for RIV~1, & statement similar to the following

would be required:

Although efficacy at a | minute contact ‘..ame
has been shown to be adequate against HIV-!,
this time would not be sufficient for other
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organiens. Use a 10-minute contact time for
diginfection against all of the organisms
claimed.

b. The labeling requirements for antiaicrobial pesticides
used on hard surfaces against HIV-1 (AIDS virus) are indicsted
on the enclecsure. It is laportant to note that featured
statements/phrases, emphasized/enlarged lettering, special
graphics, or any product name that employs the term "AIDS"
is nor. acceptable, as indicated in item 2. Special instructions
for this use pattern must be provided in the formst indicated
in item 4 of this enclosure. -

Cc. The label reference to "HIV (AIDS) Virus"™ must he revised to
read "Hiv-1 (AIDS virus).”

2. Submit five (5) coples of the your final printed labeling before

you release the product for shipment, Your release for shipment
of the product bearing the umended labeling constitutes acceptance

of these conditions.

A stamped copy of the label is enclosed for your records.

Should you have any further questions, please contact Veronica Dutch
at {703) 557-6938.

erply yours,

ff Xempter

roduct Manager (32)
Antimicrobial Program Branch
Ragistration pivimion (TS-767C)
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ONE-STEP GERMICIDAL DETERGENT
Germicide * Fungicide * Virucide”
Tuberculocide » Deodonzer * Cleaner * Detergent
When diluted with soft or hard water

{400ppm CaCO,) even in the presence of organic soil (5%
serum)

EPA REG NO 0439
FOR INDUS I RIAL AND INSTITUTIONAL USE ONLY
Active ingredients

o-phenyiphenol 7 3%
p-leriary amylphenol 7 4%
Inart Ingrecgients 85 1%

DANGER: xEEP QUT CF REACH OF CHILDREN
STATEMENT OF PRACTICAL TREATMENT
incase of eye contact Nas™ with water 160 15 minutes Get prompi
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Precautionary Statements
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