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PRIA Non-New-Use Label Acceptable v.20150320 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

June 3, 2021 

Abigail T.D. Wacek 
Senior Regulatory Consultant 
Tristel Solutions Ltd. 
Lynx Business Park 
Fordham Rd., Snailwell, Newmarket 
Cambridgeshire, UK CB8 7NY 

Subject:  PRIA Label Amendment – Application to Revise the Product Label’s  
Precautionary Statements and Add Additional Organisms to the Product Label. 
Product Name: “Tristel Duo for Surfaces”  
EPA Registration Number: 92987-1 
Received Date: September 11, 2020 
Action Case Number: 00217756 

Dear Ms. Wacek: 

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. Pursuant to 40 CFR 156.10(a)(6), 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 FIFRA and is subject to review by the Agency. 
See FIFRA section 2(p)(2). 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) lists 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, 
FIFRA section 12(a)(1)(B). 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 
Assurance. 



Demson Fuller, Product Manager 32 
Regulatory Management Branch I 
Antimicrobials Division (7510P) 
Office of Pesticide Programs 
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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 Michael Varco by phone at 703-347-0403, or via email 
at Varco.Michael@epa.gov. 

Sincerely,y 



Tristel Duo for Surfaces 

{Note to reviewer: The back panel of the label is necessary as per Chapter 3 of the Label Review Manual 
guidance on Small Containers because the product bottle size does not fit all information. The back panel 
label will be multiple layer label to ensure it contains all information.} 
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92987-1



Tristel Duo for Surfaces 

{Note to reviewer: The pamphlet/reference sheet is provided because the product bottle size may not fit 
all information. The pamphlet/reference sheet content is based on the Master Label content and will not 
contain any additional information.} 



Tristel Duo for Surfaces 

Note: Optional feature not applicable to all packaging variants

Mycobacterium bovis 

Mycobacterium bovis



Tristel Duo for Surfaces 

Pseudomonas aeruginosa
Staphylococcus aureus
Escherichia coli E. coli

Escherichia coli E.coli
Neisseria gonorrhoeae
Streptococcus agalactiae 
Enterobacter cloacae 
Staphylococcus epidermis 
Salmonella enterica 
Serratia marcescens 
Burkholderia cepacia 

Staphylococcus aureus
Klebsiella pneumoniae

Streptococcus pneumoniae 
Acinotobacter baumannii

Mycobacterium bovis Mycobacterium tuberculosis

Trichophyton interdigitale 
Candida albicans

{Optional directions:} 



Tristel Duo for Surfaces 

Note:
Optional feature not applicable to all packaging variants

When using on ultrasound transducers and probes: 

{Administrative Note:  If a virucidal claim for HIV-1, HBV is made the following paragraph and special 
instructions are required} 

Mycobacterium bovis

Mycobacterium bovis 
Trichophyton interdigitale 
Candida albicans



Tristel Duo for Surfaces 

Staphylococcus aureus
Klebsiella pneumoniae 

Streptococcus pneumoniae 
Acinetobacter baumannii 

Pseudomonas aeruginosa P. aeruginosa
Staphylococcus aureus [S. aureus]
Escherichia coli E. coli

Escherichia coli E. coli

Neisseria gonorrhoeae 
Streptococcus agalactiae 
Enterobacter cloacae 
Staphylococcus epidermis 
Salmonella enterica 
Serratia marcescens 
Burkholderia cepacia 



Tristel Duo for Surfaces 

Note to reviewer: This section is required when the label includes any medical device or medical 
equipment surface claims

and/or
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And/or
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[insert date]

Mycobacterium bovis 

Mycobacterium bovis

Staphylococcus aureus Pseudomonas
aeruginosa P. aeruginosa Staphylococcus aureus S. aureus Escherichia coli E. coli

Escherichia coli E. coli
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Neisseria gonorrhoeae N. gonorrhoeae Streptococcus agalactiae S. agalactiae Enterobacter 
cloacae E. cloacae Staphylococcus epidermis S  epidermis Salmonella enterica S.
enterica Serratia marcescens S.marcescens Burkholderia cepacia B cepacia

Streptococcus pneumoniae S. pneumoniae Acinetobacter 
baumannii Mycobacterium bovis M. bovis Trichophyton interdigitale T
interdigitale Candida albicans C. albicans

Insert organism from the “Effective Against” list

{This product qualifies for emerging viral pathogen claims per the EPA’s ‘Guidance to Registrants: 
Process for Making Claims Against Emerging Viral Pathogens not on EPA-Registered Disinfectant 
Labels’ when used in accordance with the appropriate use directions indicated below.} 

[Product name] has demonstrated effectiveness against viruses similar to [name of emerging virus] on 
hard, non-porous surfaces. Therefore, [product name] can be used against [name of emerging virus] 
when used in accordance with the directions for use against [name of supporting virus(es)] on hard, non-
porous surfaces. Refer to the [CDC or OIE] website at [pathogen-specific website address] for additional 
information.

[Name of illness/outbreak] is caused by [name of emerging virus]. [Product name] kills similar viruses and 
therefore can be used against [name of emerging virus] when used in accordance with the directions for 
use against [name of supporting virus(es)] on hard non-porous surfaces. Refer to the [CDC or OIE] 
website at [website address] for additional information. 

insert year insert company name
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{Note to reviewer: Contact time below to be used in conjunction with the appropriate tested organism and 
directions for use.}   


