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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

My 26 19%

Calgon Vestal Laboratories
P.O. Box 147
Saint Louis, MO 63166-0147

Attention: Susie Amberger

Subject: Vesphene II_,
EPA Registration Number 1043-87
Your Submission Dated June 23, 199a
EPA Received Date September 12, 1994

The amendment referred to above, submitted in connection with
registration under the Federal Insecticide, Fungicide, and
Rodenticide Act, as amended, to add two additiomnal bacteriocidal
claims to the product labeling, is acceptable.

The 3ubmitted efficacy data are acceptable to support
the effectiveness of the product as a disinfectant against
Pseudomonas cepacia ATCC 25416 on hard, non-porous surfaces
at a 1:28 solution in the presence of 5% organic serum and 400
ppm AOAC hard water for a contacit time of 10 minutes at 20 degrees
Celsius. :

The submitted elficacy data are acceptable to support
effectiveness of the product as a disinfectant against
Pgeudomonag aeruginoga ATCC 13388 on hard, non-porous

) surfaces at a 1:64 solution in the presence of 5% organic
: serum and 400 ppm AOAC hard water for a contact time of 3
minutes at 20 degrees Celsius.

Revise the FDA/EPA MOU disclaimer statement to reflect
the latest version.

A stamped copy of the product labeling is enclosed for
your records.
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It you have any questions concerning this letter, please
contact Ruth G. Douglas at (703)-305-7964.

Sincerely,

Ruth G. Douglas

Product Manager (32)
Antimicrobial Program Branch
Registration Division (7505C)
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- IVESPHENE llse

ONE-STEP IN THE PRESENCE OF SERUM

GERMICIDAL DETERGENT
EPA REG. NO. 1043-87
FOR INDUSTRIAL AND INSTITUTIONAL USE ONLY
Gesmicide - Fungicide « Visucide™
Tuberculocide » Deodorizer « Cleaner » Detergent
Active ingredients
Sodium o-phenyiphenate................ 955%
mmm B34
inest ingredients 8201

KEEP OUT OF REACH OF CHILDREN
DANGER:

STATEMENT OF PRACTICAL FREATMENT
In case of eye contact, flush with water for 15 minutes. Get prompt medical attention.
For skin contact, flush with water immedialely. See side panet for zdditional precau-
tionary statement .

NET CONTENTS: 1 U.S. GALLON (3.78 liters)
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ma:nmom STATEMENTS

STATORON OF TREATMENT: mummmmmmmuwmuu wadical aeniion.
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waier. Avold alcokol. Do wot induce vomi¥ing. Call 2 plsiCian . NOTE TO Probable mucosal damage may the use
of gastric tavage. Messurss apaine! circulaiory shock, mspiralory and convelsion may be noedest,
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STORAGE AND DISPOSAL

PROHINMIONS: Do nol contamingie waler, Jood, or Jaed bry storage or dispossal. dumping is prohibited. Do not reuse emply containes.
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Vesphene II_

» This product represents a germicidal detergent system that is both research-developed and state of the art
technology. It is effective in hard water and in the presence of serum, which has been formulated as a
concentrate to clean, disinfect and deodorize simultaneously. Use this product for easy cleaning and disinfecting
of all washable hard, non-porous environmental surfaces such as floors, walls, woodwork, bathroom fixtures,
equipment and furniture. It may be used for cleaning and disinfecting chrome, stainless steel, otiier metal
surfaces, porcelain, glass, tile, washable painted or varnished surfaces, as well as resilient vinyl, asphalt,
linoleum, terrazzo or other combination type floors. This product is not for use in the neonatal (newborn) units
in hospitals, specifically isolettes and other infant contact surfaces.

This germicidal detergent is intended for use in institutions such as hospitals and nursing homes, industrial plants,
schools, medical and dental offices, pharmaceutical plants, veterinary clinics and other indoor ar.as where
disinfection, cleaning and deodorizing are a necessity.

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

GERMICIDAL: Passes A.0.A.C. Germicidal Use-Dilution Method (S. aureus, S. choleraesuis, Ps. acruginosa)
when diluted with 400 ppm A.0.A.C. hard water to make a 1:128 (1 ounce per gallon) soluiion, in the presence
of 5% organic soil (serum), 10 minutes at 20°C.

BROAD SPECTRUM DATA: In addition, the following organisms pass the A.O.A.C. Use-Dilution Test in

400 ppm A.O.A.C. hard water at a dilution of 1:128 in the presence of 5% organic soil (serum), 10 minutes at
20°C.

Acinetobacter calcoaceticus, ATCC 19606 Proteus vulgans, ATCC 13315
Candida albicans, Clinical Isolate Pseudomonas aeruginosa, ATCC 27853
Candida parapsilosis, Clinical Isolate Pseudomonas cepacia, ATCC 25416
Citrobacter freundii, ATCC 8090 Salmonella typhi, ATCC 6539
Enterobacter acrogenes, ATCC 13048 Salmonella typhimurium, ATCC 14028
Enterobacter cloacae, ATCC 23355 Serratia marcescens, ATCC 8100
Escherichia coli, ATCC 25922 Shigella flexneri, ATCC 12022
Klebsiella pneumoniae, ATCC 13883 Shigella sonnei, ATCC 25931
Multiply (Methicillin)-Resistant Staphylococcus aureus, ATCC 25923
Staphylococcus aureus (MRSA), Staphylococcus epidermidis, ATCC 12228
Clinical Isolate Streptococcus faecalis, ATCC 19433
Proteus mirabilis, Clinical Isolate Streptococcus pyogenes, ATCC 19615

Vesphene II. is effective in 3 minutes at 20°C against Pseudomonas aeruginosa ATCC 13388, according to the
A.O.A.C. Use Dilution Test when diluted with 400 ppm hard water to make a 1:64 (2 ounces per gallon)
solution, in the presence of 5% added organic soil (serum).

FUNGICIDAL:Passes A.O.A.C. Fungicidal Test (T. mentagrophytes) when diluted with 400 ppm A.O.A.C.
hard water to make a 1:128 (1 ounce per 1 gallen) solution, in the presence of 5% organic soil (serum), 10
minutes at 20°C. ,

TUBERCULOCIDAL: Passes A.O.A.C. Tuberculocidal Test (Mycobacterium tuberculosis var. bovis) when
diluted with 400 ppm A.O.A.C. hard water to make a 1:128 (1 ounce per 1 gallon) solution, in the presence of
5% organic soil (serum), 10 minutes at 20°C.

When tested by an EPA-approved Dilution Method, the HIV-1 (AIDS virus), with added 10% organic soil
(serum), was completely inactivated by a 1:128 solution (1 ounce per 1 gallon) solut.cl ia 400 ppm A.O.A.C.
nard water in 60 seconds at 20-25°C. Although efficacy at 1 minute contact time has *eei shown to be adequate
against HIV-1, this time would not be sufficient for other organisms. Use a 10-mirute contact time for
disinfection against all of the organisms claimed. v

ODOR CONTROL: It eliminates many odors by killing odor-causing bacteria while s* n.tltareously c’uemlcally
neutralizing their odors and leaving a pleasant fragrance.

Classified by Underwriter’s Laboratories, Inc. as to electrical conductivity when used on conduc ive'1lnors and
spontaneous heating. VESPHENE 11, - For use with listed electrically conducted flocring of the vinyl type.
942P.



