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Desiree Valentin 
Regulatory Assurance Specialist 
Lonza, LLC 
412 Mount Kemble Ave. 
Suite 200S 
Morristown, NJ 07960 
 
Subject:   Label Amendment: Adding Efficacy Claims-SARS-CoV-2, 

Marketing claims, additional types of surfaces, Qualified germ claim to  
support use of “germs” claim to the master label. 

     Product Name: Nugen® NR-RTU 
                EPA Registration Number: 6836-445 
     Application Date: 09/23/2021 
     Action Case Number: 00324061 
 
Dear Ms. Valentin: 
 
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  
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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. 
 
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, you may contact Lorena Rivas at 
Rivas.lorena@epa.gov. 
 
 
 
 
 

 
Sincerely, 
 
 

 
Marcel Howard, Acting Product Manager 
Regulatory Management Branch II 

      Antimicrobials Division (7510P) 
      Office of Pesticide Programs 
 

 
 
Enclosure: Stamped label 
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[Items in brackets [AAA] are optional and may/may not be included on final label] 
{Items in braces {AAA} are for information purposes and will not appear on final label} 

as indicated on container
: insert # [disinfecting] [antibacterial] [cleaning] [wet] [multi-purpose] [touch-up]  

expressed as avoirdupois pounds and ounces
Barcode
QR Code

(insert country name)
(insert country name}

Feb 22, 2022

6836-445
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{Note to reviewer:  Pages 2-10 are considered optional marketing language.  All designators (i.e. asterisks and 
numbers) used throughout the label may be interchanged as needed on final printed label.} 

{Note to reviewer: The following claims containing “New” may only be used for a period of six months after 
EPA's approval of a revised or alternate formula, beginning when the product is first sold or distributed.}
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Insert Brand name Insert Company name
Insert Brand name Insert Company name
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{Note to reviewer:  The following is considered optional marketing language.  Each item below also represents a 
graphic depicting the corresponding area of use. The graphics will only represent individual objects or outsides 
or insides of buildings as described below.  No people, animal, or food will be depicted in graphics.}

[AREAS OF USE:] 
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{Note to reviewer:  Each item below also represents a graphic depicting the corresponding type of surface.  No 
people, animal, or food will be depicted in graphics.  Only exteriors of microwaves and refrigerators will be 
depicted.  Toy graphics will be submitted to Agency for review.} 

[TYPES OF SURFACES:] 
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{Note to reviewer: ATCC numbers are listed on the data matrix.} 

{or} 

Campylobacter jejuni [ATCC 29428] 
Escherichia coli [ATCC 11229] 
Escherichia coli O157:H7 [ATCC 35150] 
Klebsiella pneumoniae [ATCC 4352] 
Listeria monocytogenes [ATCC 19117] 
Shigella sonnei [ATCC 25931] 
Yersinia enterocolitica [ATCC 23715] 
Vibrio cholera [ATCC 14035] 
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{Note to Reviewer:  This product qualifies for the following emerging pathogen claims against large non-
enveloped or enveloped viruses. The claims shall not appear on marketed (final print) product labels.} 

•
•

OR
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{or} 

{Note to reviewer: For Nonrefillable Containers for commercial, industrial, and institutional uses – all sizes – No 
Reuse Rinsate Statement for Public Health Use products.  Chapter 13, Table 6 of the Label Review Manual states 
that for “All products in containers that could be burned,” the registrant has the option to “Remain silent on burning;” 
therefore, no incineration language is provided for plastic containers.} 

{Plastic and Metal Containers:}

{For metal containers only:}
{For Bag in Box Containers:}

{Note to reviewer:  For Nonrefillable Sealed Containers: Packaging options can be in sealed containers or 
bottles designed for use dilution systems to reduce worker exposure to the concentrate.  None of these can be 
triple rinsed because they are closed sealed containers.  The following text will be used on these sealed 
container types:} 
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Footnotes: 
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Note to reviewer
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{Note to reviewer: The following is an optional, proprietary claim and graphic} 
{Section 1} 

•
•
•
•
•


