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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

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

Attention: Susie Amberger 

Subj ect: Vesphene lIse 
EPA Registration Number 1043-87 
Your Submission Dated June 23, 1994 
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 additional 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 cont?Gt time of 10 minutes at 20 degrees 
Celsius. 

The submitted e~ficacy data are acceptable to support 
effectiveness of the product as a disinfectant against 
Pseudomonas aeruginosa ATCC 13388 on hard, non-porous 
surfaces at a 1:64 solution in the presence of 5\ organic 
serwn 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. 

~elY. 

Ruth G. Douglas 
Product Manager (32) 
Antimicrobial Program Branch 
Registration Division (7505C) 
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IVESPHEN£ II 
ONE-SI EP IN THE PRESENCE OF SERUM 

GEnlIICIDAL DETERGENT 
EPA REG. NO. 1043-87 

FOR INDUSTRIAL AND INSTITUI10NAL USE ONLY 
o.lll1c1de • Fungk .... ~ 

Tdaeralkl *- . Dec _bet • 0, E .... Dela::lJiftI 
AdM ......... 
SocIIwn o-phenylphelllde._ •••.•••••••••••.••• _ •• _._._ •• _._ .• _._ •••• _._ •• _ •• _ ..•.• _.9.65"-
=;:~ .~ .... -........ -....... -..... -.............. -.. -... -....... _._-_._;: § 

KEEP OUT OF REACH OF CHILDREN 

DANGER: 
STATEIENT OF PRACl1CAL fREATUENT 

In case of eye COIIIacI, IbJh wiIh water lor 15 rninuIes. Get proIllpt mecIcaI alIIIIlIIon.. 
For skin COiacto fkJSh wiIfI water inmedalaly. See side panel for t.dditional precaI-

1ionaIy~ .. - - ._-_.---- .. 

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

I <CAl ~> ;~;NIE~it.g 
I ¥E~,O."· ST.lOUS.M'SS"'H63110 ,.eO " 

ACCEPTED 
with COMMr:NTS 

in P.PA Letter Dated: 

MAY 26 199) 

Under r.h,· t:('I:er::t Insecticide, 
Fun"ilJ-h.:. d~l~ 1 I:{JC~':1ticidc Aetas 
.ml:~dt"l r,ll l~1.. l~l'~ticide 
"'ciC'II'r{'rl llnrlcr EP,\ H.eg. No. 
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Vespbeoe 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 envirolUllental surfaces such as floors, walls, woodwork, bathroom fixtures, 
equipment and furniture. It may be used for cleaning and disinfecting chrome, stainless steel, other 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 I;()ntact surfaces. 
This germicidal detergent is intended for use in imtitutiOlll such. hospitals and IllUSWg homes, industrial plants, 
schools, medical and dental offices, pbarrnaceutica1 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 stert1antJblch level dlsiDfectant on any smface or imtrumeDt 
that (1) is introduced directly into the human body, either Into or in contact with the bloodstaeam or 
normally sterile areas of the body, or (2) contacts Intact muco:JS membranes but wbk:h does not ordinarily 
penetrate the 'Jlood barrier or othenme enter normally sterile areas of the body. 
GERMICIDAL: Passes A.O.A. C. Germicidal Use-Dilution Method (S. aureus, S. choleraesuis, Ps. aeruginosa) 
when diluted with 400 ppm A.O.A.C. hard water to make a 1:128 tl ounce per gallon) sohnion, in the presence 
of 5 % organic soil (serum), 10 minutes at 2O"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 I: 128 in the presence of 5% organic soil (serum), 10 minutes at 
2O"C. 
Acinetobacter calcoaceticus, ATCC 19606 Proteus vulgaris, ATCC 13315 
Candida albic:ans, Clinical Isolate Pseudomonas aeruginosa, ATCC 27853 
Candida parapsilosis, Clinical Isolate Pseudotnonas ccpacia, ATCC 25416 
Citrobacter freundii, ATCC 8090 Salmonella typhi, ATCC 6539 
Enterobacter aerogenes, ATCC 13048 Salrnonella typhirnurium, ATCC 14028 
Enterobacter cloacae, ATCC 23355 Serratia rnarcescens, ATCC 11100 
Escherichia coli, ATCC 25922 Shigella flexneri, ATCC 12022 
Klebsiella pneutnoniae, ATCC 13883 Shigella sOMei, ATCC 25931 
Multiply (Methicillin)-Resistant Staphylococcus aureus, ATCC 25923 

Staphylococcus aureus (MRSA), Staphylococcus epidermidi~, ATCC 12228 
Clinical Isolate Streptococcus faec:alis, ATCC 19433 

Proteus mirabilis, Clinical Isolate Streptococcus pyogenes, ATCC 19615 
Vesphene II" is effective in 3 minutes at 2O"C against Pseudotnonas aeruginosa ATC'C 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 I: 128 (1 ounce per I gall('n) solution, in the presence of 5% organic soil (serum), 10 
minutes at 2O"C. 
TIJBERCULOCIDAL: 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 I: 128 (I ounce per 1 gallon) solution, in the presence of 
5% organic soil (serum), 10 minutes at 2O"C. 
When tested by an EPA-approved Dilution Method, the HIV -1 (AIDS virus), with added 10"< 'Jrgmic soil 
(serum), was completely inactivated by a I: 128 solution (l ounce per I gallon) solut:.(,I. ,.1,400 ppm .\.O.A.C. 
hard water in 60 seconds at 20-25"C. Although efficacy at I minute contact time has ;)eeli shown to IJe adequate 
against HIV-I, this time would not be sufficient for other organisms. Use a I().Qkute contact time for 
disinfection against all of the organisrns claimed. : •• : . . • , 
ODOR CONTROL: It eliminates many odors by killing odor-causing bacteria while ~;I'1'Jltaneously 'c!o.emically 
neutralizing their odors and leaving a pleasant fragrance. . , 
Classified by Underwriter'S Laboratories, Inc. as to electrical conductivity when used on conduc'~ive'lhors and 
spontaneous heating. VESPHENE II .. - For use with listed electrically conducted Oocring of the vmyl type. 
942P. 


