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Calgon Vestal Laboratories

A Division of Calgon Corporation
P.O. Box 147

St. Louis, MO 63166-0147

Attn: Michael Ebers

Subject: LpHse
EPA Registration No. 1043-92
Your Correspondence of February 15, 1994 and
Resubmission of March 25, 1994

The amendment request noted above, involving revised text on
the product label for proposed use restrictions of the subject
product has been reviewed. The following is a result of this
review.

1. The proposal for restricting use of this product in
neonatal areas in hospitals is supported by your correspondence
of February 15, 1994 and is acceptable.

2. The proposed text incorporating the language of the joint
EPA/FDA Memorandum of Understanding (MOU) is acceptable.

3. The labeling referred to above, submitted in connection
with registration under the Federal Insecticide, Fungicide, and
Rodenticide Acto as amended, is acceptable subject to the
comments listed below. A stamped copy is enclosed for your
records. Five copies of the finished printed labels must be
submitted to Agency before releasing the product for shipment
bearing the revised label text.

a. In the first paragraph of the Use Directions on page one
of the draft label, add the statement: "Not to be used on food-
contact surfaces.".

b. Delete the last paragraph of the Use Directions on page
one of the draft label which begins "Cleaning and Disinfecting
Food ...". (Refer to EPA’s letter of April 20, 1994 under this
registration in regard to this use pattern for your formulation.)
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If you should have any questions concerning this letter, you
may call Robert Travaglini on (703) 305-6909.

Sincerely,

2

Ruth G. Douglas

Product Manager (32)
Antimicrobial Program Branch

Registration Division (7505C)
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PRECAUTIONARY STATRMENTS
HAZARD TO HUMANS AND DOMESTIC ANIMALS: Concentrate corrosive. Caases oys and gkin damage. Do not get
in eyes, on skin, or on clothing. Wesr goggles or face shield and rubber glovas when handling. Harmful if swallowed.,
STATEMENT OF PRACTICAL TREATMENT: In case of eys contact, immediatsly flush syes with water for 15 minrns
and get prompt medical atantion. Por skin contact, fush thoroughly with water, Remove and wash contaminaied clothing
before reuse. If swallowed, drink a large quantky of milk, sgg whites, gelatin solution, or water, avoid alcohel. Do tiot
induce vomiting. Call physician mumediately.
NOTE TO PHYSICIAN: Probable mucasal damage may contraindicats the use of gastrk lavage, Measures against
clrculatory shock, respiratory deprassion and convulsion may be peeded.

DIRECTIONS FOR USE
It is a violation of Federal Law 10 use this product in 1 marmer inconsistent with ita labeling.
CLEANING AND DISINFECTING WASHABLE, HARD, NON-POROUS SURFACES:To make solution, add one-haif
f. oz. {i5cc) to each premessuted gallon of water and gently mix untll solstion fs wiform. NOTE: Always add this product
(concentrate) to promeasured water. Apply sofution with a cloth, spongs, mop or Lrush wing normal cleaning methods.
‘Then remave excess solution with a wrung-out applicator. Allow treated gurfaces to 10ak for 10 minotes. As solution
becomes dirty, discard and ceplace with a (reshh one. Before cleaning beging, always sweep or dust mop area to be cleaned
thoroughly, removing any gross {lich. This s & complste product. Do oot add other chemicals. If frozen, thaw and remix
befors uss. Usa only m directed.
SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST HIV-1 (HUMAN
IMMUNODEFICIENCY YIRUS OR AIDS YIRUS) OF BURFACES/OBIECTS SOILED WITH BLOOD/BODY
FLUIDS)
Pursonal Protection:Wear sppropriate barrier protection such as latex gloves, gowrw, masks of &ye coverings,
Cleaning Procedurs: Blood and other body flulds must be thoroughly cleasad from surfaces and chjects before spplicatios
of u 1:236 use-solutlon {one-half cunce per gaflon). Prepare and apply solution as-directed in paragraph above.
Contact Time1 While the HIV-1 virus iy (nactivated in | minute, uss 2 j0-minute contact time for disinfection of all
organisma on this labe),
Infectious Materials Disposal: Bicod and other body fluids should be autoclaved and disposed of according to focal
reguiations for infections disposal.
CLEANING AND DISINFECTING FOOD PREPARATION, PROCESSING FACILITIES AND EQUIFPMENT: Caves
or removs all food xnd packaging materiats. Remove il gross soils. Ssmurate all surfecee with the use-solution (one-balf
ounce per gallon prepared as directed above). Scrub to Joosen alf solls. Allow to scak for 10 mimutes, then pick up excess
tohuition with a wrung-out epplicator. Thoroughly rinse all wetted and cloaned food contact surfaces with potabic watcr.

STORAGE AND DISPOSAL
FROHIBITIONS: Da not contaminate water, food, or feed by atorage or dispossl. Open dumging i prohibited. Do not
reuss ampty container,
PESTICIDE DISPOSAL: This germicide, is solutions or rinsngs from smpty containsrs, should be disposed of in a tollet
oF service gink served by o saadtary sowwr, or in a landfill approved for pesticides.
CONTAINER DISPOSAL: Triple rinse and deposlt In a waste containar for inotneradon or in a landfilt approved for
pasticide contalners..
GENERAL: Consult Federal, State, or Local disposal authoritias for approved alternative procedures sech as limited open

burning.
SUBSIDIARY OF MERCK & CO,, INC.
VESTAL P s Lous, Musourl 63133
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This non-alkatine phenollc germicidal detorgent in & site-of-the-art, concontrated acientifically devaloped product effective in hard or soft watsr even in the presence of spll (% tlocd serum).
The use-solution of this product whon dilused one-half ouncs per gallon of water la specifically formulated to clean, disinfact and doodorize in s simple one-step process. Wikh its non-alkaine
base, it will romove soap scum and hard waier salts which can barbor bactoris. Use thia product on all washablo bard noa-porotis savironmental surfaces wuch as floors, walls, counters, wpols,
carts and other equipment in food processing preparation and service {acilities, veterioary clinics, animal ressarch facilites and in other indoor atess where andbmefm cantrol measursy are
necessary, This product is not for use in the neonatal (newborn) units in hospials specifically fsoloties and other infant contact sorfsces,

Use for one-step cleaning, disinfecting and deodorizing of atainless or galvanized steel and chrome, porcelain, plastics, glass, tile, washable painted or varnished sirfaces,
concrete, as well as resilient vinyl, asphalt, linoleum, rubber, terrazzo and other combination type floors.

This product is not to be used as a terminal sterilant/high level disinfectant on any surface or instrument that (1) is introduced directly into the
buman body, either into or in contact with the blood stream or normally sterile areas of the body, or (2) contacts intact mucous membranes but
which does not ordinarily penetrute the blood barrier or otherwise enter normally sterile areas of the body.

GERMICIDAL: When itasted against S, sureus, S. cholersesuls and Ps, aeruginoss, it passes the A.N_A.C. Germicids! Use-Dilution Test when diluted with 400 ppm A.Q.A.C. hard water to
make a 1:256 (one-half ounce per gatlon) solution, in the presence of $% otganic 30ll (sorum), 10 minutes at 20°C.

BROAD BPECTRUM DATAI The fhllowing additiona] organisms pass the A.0.A. C. Use-Dilution Test in 400 ppm A.O.A.C. hard water at a dilution of 1:296 ia the presence of 5%
organic soil {serum}, 10 minutes at 20°'C.,

Acinemnbacter cakcoaceticus, ATCC 19606 Protsus mirabills, Clinical Isolate Shigells somnei, ATCC 23931

Candida slbicans, Clinical Isolate Protous vulgarls, ATCC 3315 Staphyloeoccus aureus, ATCC 25923
Candida pa. wsilosis, Clinical Isolate Paeudomonan asruginoss, ATCC 27833 Staphylocaccus sureus (MRSA}, Multiply
Citrobacter froundli, ATCC 8090 Salmonella typhi, ATCC 6539 (Methicillia)-Rasistant Clindcsl Isclate
Emterobacter aerogencs, ATCC 13048 Salmoneila typhimurium, ATCC 14028 Staphylocoocns epidermidls, ATCC 12228
Enterobacter cloacse, ATCC 23355 Serratie marcescans, ATCC 3100 Streptococcus fascalls, ATCC 19433
Bacherichia coli, ATCC 23922 Shigells floxneri, ATCC 12022 Sweptococcus nyogenes, ATCC 19615

Kiebsiella pneumonise, ATCC 13583

FUNGICIDAL:When tested aguinst T, meontagrophytes, it psssen the A.O.A.C. Fungicidal Test when diluted with 400 ppm A.Q.A.C. hard water to mako a 1:256 (one-half oune per 1 palicr)
sclution, in the presence of 5% orgenic soil (serum), 10 mimues at 20°C.

TUBERCULOCIDAL: When tested agalnst Mycobacterium tubsrculosis var. bovis, BCG, it passes the A.0.A.C. Tuberculocidal Test wher difated with 400 ppm A,0.A.C. hard water 10
muke g 1:256 (one-half ounce per 1 gallon } polution, in the presence of 5% organic soil (sequm), 10 minutes at 20°C,

*VIRUCIDAL:! When tested sgain« Infloenrs A; (Japan), Herpes simplex Type 2, Vaccinia, and Adenovirus Type 2, it passes the Virucldal Assey (EPA Proposed Msthod) when diluted with
400 ppm A.0Q.A.C. hard water to make a 1:256 (one-half ounce per 1 gallon) solution in the presence of 5% organic soil (serum), 10 mi.utes at 20°C.

When teated by an EPA-approved Dilution Method, the HIV-1 (AIDS) virus, with added 5% organic soil (verum), was complesely inactivated by & 1:256 (one-hsif ounce per 1 gailon) solution
In 400 ppm A.Q.A.C, harc water in 60 seconds at 20°C. Akhough efficacy at [ minute contact timie has been shawn to be adequate agaiost HIV-1, this time would not be sufficient for other
organiac. Use a 10-minute contact time for disinfection against all of the organisms clatmed.

ODOR CONTROL:It eliminates many odors by killing odor-causing bacieria while sinnultaneously chemically neutralizing their odors and leaving a pleasant frageancs.
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