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                                                             WASHINGTON, DC  20460 
 

 

Notification Label Acceptable v.20150821 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION  

February 7, 2019 
 

Kathryn Rosario 
Regulatory Assurance Specialist for,  
Lonza, Inc.  
412 Mount Kemble Ave., Suite 200S 
Morristown, NJ 07960  
 
Subject:   Notification per PRN 98-10 – To add a trademark symbol to the product name  
     Product Name: NuGENR MB5A-64  
                EPA Registration Number: 6836-363 
     Application Date: December 21, 2018  
     Decision Number: 547626 
 
Dear Ms. Rosario: 
 
The Agency is in receipt of your Application for Pesticide Notification under Pesticide 
Registration Notice (PRN) 98-10 for the above referenced product. The Antimicrobials Division 
(AD) has conducted a review of this request for its applicability under PRN 98-10 and finds that 
the action requested falls within the scope of PRN 98-10.   
 
The label submitted with the application has been stamped “Notification” and will be placed in 
our records.  
 
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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If you have any questions, you may contact Karen M. Leavy at (703)-308-6237 or via email at 
Leavy.Karen@epa.gov. 

Sincerely, 
 

      
Eric Miederhoff  
Product Manager 31 
Regulatory Management Branch I 
Antimicrobials Division (7510P) 
Office of Pesticide Programs 



NUGEN® MB5A-64
EPA Reg. No. 6836-363 
EPA Stamped Label 2018-11-07

Note to reviewer: 
[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} 

insert EPA Establishment No. here)
(insert container size here) 

DOT symbols
(insert country
(insert country)

Barcode

(Salmonella enterica)
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EPA Reg. No. 6836-363 
EPA Stamped Label 2018-11-07

{Note to reviewer: If container size is 5 gallons or larger, the following Environmental Hazards statements will be 
used:} 



NUGEN® MB5A-64
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EPA Stamped Label 2018-11-07

{Note to reviewer: Pages 3-9 are considered optional marketing language.} 

insert from list of any approved use site



NUGEN® MB5A-64
EPA Reg. No. 6836-363 
EPA Stamped Label 2018-11-07

Insert pathogen or pathogens from list on page 8

{10 minutes when claiming fungus}
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EPA Stamped Label 2018-11-07

{Note to reviewer: Each entry 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.}



NUGEN® MB5A-64
EPA Reg. No. 6836-363 
EPA Stamped Label 2018-11-07

{Note to reviewer: Each entry 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.} 
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{or}



NUGEN® MB5A-64
EPA Reg. No. 6836-363 
EPA Stamped Label 2018-11-07

{Note to Reviewer:  These statements for claims against large non-enveloped, and/or enveloped emerging viral 
pathogens shall not appear on marketed (final print) product labels.} 

For an emerging viral pathogen that is 
a/an… 

…follow the directions for use for the 
following organisms on the label: 

[name of emerging virus]
[name of emerging virus] 

.



NUGEN® MB5A-64
EPA Reg. No. 6836-363 
EPA Stamped Label 2018-11-07

{If the following Spanish statement is used, it must appear directly above DIRECTIONS FOR USE.}
Si usted no entiende la etiqueta, busque a alguien para que se la explique a usted en detalle. [If you 

do not understand the label, find someone to explain it to you in detail.]

or

{Note to reviewer: Only one of the following two statements will be used.} 

{or} 



NUGEN® MB5A-64
EPA Reg. No. 6836-363 
EPA Stamped Label 2018-11-07

{Note for reviewer: For labels that list medical premises and metal and / or stainless steel surfaces, one of the 
following statements must be used:} 

{or} 

or or

or

or or
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or or

or or

or or

or or
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or or

or

or
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EPA Reg. No. 6836-363 
EPA Stamped Label 2018-11-07

{Note to reviewer: For Nonrefillable Containers, Label has Household and Residential Uses} 

{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 C3 of the Label Review Manual‘s 
statements about burning are labeled as “Not required;” therefore, no incineration language is provided for 
plastic containers.} 

{Note to reviewer: For Nonrefillable Sealed Containers: Several packaging options are designed for use dilution 
systems with sealed containers or bottles 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:} 



NUGEN® MB5A-64
EPA Reg. No. 6836-363 
EPA Stamped Label 2018-11-07

Note to reviewer: the following will be used for 1/2 oz. of concentrate:

Note to reviewer: the following will be used for 4 oz. of concentrate

Note to reviewer: the following will be used for 8 oz. of concentrate

Note to reviewer: the following will be used for 16 oz. of concentrate

{If other packet sizes are desired, new packet label will be identical and the only things that will vary are the net 
contents, amount of water to dilute with and ppm active quat.  Those 3 items will have to match or be equivalent 
to the dilution chart that is shown on page 10.} 

s indicated on container) 
(insert container size here) 



NUGEN® MB5A-64
EPA Reg. No. 6836-363 
EPA Stamped Label 2018-11-07

{Note to reviewer: The following is considered optional graphics and marketing language.} 

{Note to reviewer.  The following may be used only if the supplemental registrant has obtained a Kosher 
Certification.}
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{Note to reviewer:  The following are optional proprietary graphics} 
{Section 1} 


