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AND POLLUTION PREVENTION 

June 19, 2019                              
 

 
 
Jennifer Pavlovsky 
Manager, Regulatory Affairs 
STERIS Corporation 
P. O. Box 147 
St. Louis, MO 63166-0147 
 
Subject:   PRIA Label Amendment – Adding the efficacy claim Feline Calicivirus 

(Surrogate for Human Norovirus) Plus; additional minor label changes to  
the master label. 

     Product Name: Vesphene® IIIse Phenolic Disinfectant 
                EPA Registration Number: 1043-128 
     Application Date: January 29, 2019 
     Decision Number: 548063 
 
Dear Ms. Pavlovsky: 
 
The amended label referred to above, submitted in connection with registration under the Federal 
Insecticide, Fungicide and Rodenticide Act, as amended, is acceptable. This approval does not 
affect any conditions that were previously imposed on this registration. You continue to be 
subject to existing conditions on your registration and any deadlines connected with them. 
 
A stamped copy of your labeling is enclosed for your records. This labeling supersedes all 
previously accepted labeling. You must submit one copy of the final printed labeling before you 
release the product for shipment with the new labeling. In accordance with 40 CFR 152.130(c), 
you may distribute or sell this product under the previously approved labeling for 18 months 
from the date of this letter. After 18 months, you may only distribute or sell this product if it 
bears this new revised labeling or subsequently approved labeling. “To distribute or sell” is 
defined under FIFRA section 2(gg) and its implementing regulation at 40 CFR 152.3.  
 
Should you wish to add/retain a reference to the company’s website on your label, then please be 
aware that the website becomes labeling under the Federal Insecticide Fungicide and Rodenticide 
Act and is subject to review by the Agency. If the website is false or misleading, the product 
would be misbranded and unlawful to sell or distribute under FIFRA section 12(a)(1)(E). 40 
CFR 156.10(a)(5) list examples of statements EPA may consider false or misleading. In addition, 
regardless of whether a website is referenced on your product’s label, claims made on the 
website may not substantially differ from those claims approved through the registration process. 
Therefore, should the Agency find or if it is brought to our attention that a website contains false 
or misleading statements or claims substantially differing from the EPA approved registration, 
the website will be referred to the EPA’s Office of Enforcement and Compliance. 
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Your release for shipment of the product constitutes acceptance of these conditions. If these 
conditions are not complied with, the registration will be subject to cancellation in accordance 
with FIFRA section 6. If you have any questions, please contact Lorena Rivas by phone at 703-
305-5027, or via email at rivas.lorena@epa.gov. 
 
 
                    

      
 Sincerely, 

 

       
  

        
       Jacqueline Hardy, Product Manager (34) 
       Regulatory Management Branch II 

Antimicrobials Division (7510P) 
Office of Pesticide Programs 

 
 
 
 
 
Enclose:  Stamped label 
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(For use on containers 5 gallons and larger)

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 human 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 penetrate the blood 
barrier or otherwise enter normally sterile areas of the body.  This product may be used to preclean or 
decontaminate critical or semi-critical medical devices prior to sterilization or high level disinfection.  

Staphylococcus aureus Pseudomonas aeruginosa (
Trichophyton 

interdigitale

Acinetobacter baumannii ) Escherichia coli 
Enterobacter cloacae Micrococcus yunnanensis Serratia marcescens ),
Staphylococcus epidermidis (  Burkholderia cepacia ), Listeria monocytogenes , 
Mycoplasma gallisepticum  Streptococcus pyogenes  it passes the A.O.A.C.  Germicidal 
Use-Dilution Test w

Trichophyton interdigitale ) Candida albicans )

Mycobacterium tuberculosis bovis





For Packet:) 
 

(For 5 gal:)

(For > 5 gal.): 


