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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Ms. Ju\ee Kasprisin 
Regulatory Affairs Specialist 
State Industrial Products 
3100 Hamilton Avenue 
Cleveland, OH 44114 

SUBJECT: 
Formulation 362 No Rinse Cleaner/Sanitizer 
EPA Registration Number: 70799-8. 
Application Dated: November 12.2004 
Receipt Date: November 19,2004 

Dear Ms. Julee Kasprisin: 

The following amendment, submitted in connection with registration under section 3 (c) 

(7) (A) of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, to 

revise the labeling is acceptable subject to the conditions listed below: 

• Addition of public health pests 

Conditions 

Make the following changes to your labeling: 

I. Revise the "Disinfection" directions to read as follows: " ... and then let air dry. Remove 
gross filth from heavily soiled surfaces prior to applying disinfectant solution. To disinfect toilet 

• 
bowls ... " 

2. Add the following statement to the disinfection section of the label: "This product is 

not to be used as a disinfectant on glassware, dishes, and eating utensils." 

3. The cited data (MRID 00133899) to support food contact sanitizing data is 
unacceptable. These studies were performed on a Manufacturing Use Product which by 
definition does not include end use directions nor specific efficacy claims. Your claims for food 

itizin may continue to be included on this label at this time. This letter will serve to 
. hat at t e 1m .' . ed to submit a study 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

At the present, revise this section exactly as follows such that the directions for use are in 
agreement with DIS/TSS 17 as follows: 

"Sanitization: Remove gross food particles and soil by a preflush, or prescrape and, 
when necessary, pre-soak treatment. Then thoroughly wash surfaces or objects with a good 
detergent or compatible cleaner, followed by a potable water rinse prior to the application of the 
sanitizing solution, Prepare a 200 ppm active quaternary solution by aading 2.8 ounces of this 
product per 5 gallons of water. To sanitize immobile items (such as tanks, chopping blocks, 
counter tops) flood the area with a 200 ppm solution, or apply with a cloth or sponge making sure 
all surfaces remain wet for at least 60 seconds. Then drain excess solution from surface and 
allow to air dry. Prepare a fresh solution for each use. To sanitize mobile items: Immerse in a 
solution of 200 ppm active quaternary solution for at least 60 seconds. Remove and let air dry. 
Prepare a fresh solution daily or more frequently if solution becomes soiled or diluted. Do not 
add dishwashing liquid to this sanitizing solution." 

4. Revise the following statement: "Disinfection: "At 2 ounces per gallon with a 10 
minute contact time, State Formula 362 No Rinse Cleaner/Sanitizer exhibits effective 
disinfectant activity against the organisms ... " " 

5. Revise to read as follows: "At this level the product is also fungicidal against the 
Pathogenic fungus Tr:ichophyton mentagrophytes when used on hard'non-porous surfaces in 
areas such as locker rooms, dressing rooms, shower and bath areas and exercise facilities." 

6. Revise the mv instructions to include the following phrases: 
" ... with the potential for transmission of Human Immunodeficiency Virus Type 1 

(HIV-I) (associated with AIDS) ... " and "CONTACT TIME: Allow surfaces to remain wet for 10 
minutes with a solution of 2 ounces product per gallon of water" Disposal ... and disposed of 
according to federal, state and local regulations for infectious ... " 

7. Revise label to read: "Listeria monocytogene". 

8. The submitted Confidential Statement of Formulation for the Basic Formula dated 
11112/04 is acceptable and will be made part of the record for this file. 

9. The submitted labeling was very difficult to read and review. All copies of the label 
must be legible and should be of suitable quality for making legible photocopies. When 
submitting l!ibels to the Agency, make certain that the type size is at least 12 characters per inch 
or a font size of at least 6 points. " 

".OL t COHCVlllllNas " 

_._ ........ _.- ....... _ ...... -.,"N .... E ........... _ ... ... _-... --.. . _-_ .. --.... ........ _ .... .. _--........ . - .... 
t 

.... - ........... . __ ........... . _ .... -........ DATil ... ~--......... ...... _-.. _ . . - ... _._ .... ---. __ .- ... -. I. 
E"" Farm 1321).1" (1/110) 

O .... ,ClAL 1'11.2 COPY' 

• 



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

General CO!llments 

A stamped copy of the accepted labeling is enclosed. Submit one (I) copy of your final 
printed labeling before distributing or selling the product bearing the revised labeling. 

Submit and/or cite all data required for registration/reregistration of your product under 
FIFRA section 3 (c) (5) and section 4 (a) when the Agency requires all registrants of similar 

products to submit such data. 

If the above conditions are not complied with, the registration will be subject to 
cancellation in accordance with FIFRA section 6 (e). Your release for shipment of the product 
bearing the amended labeling constitutes acceptance of these conditions. Should you have any 
questions concerning this letter, please contact Tracy Lantz at (703) 308-6415. 

Enclosure: Stamped Label 
751 oe:T .Lantz:S/16/0S :70799-8b 

, . 

Sincerely, 

~1A1J:' 
elmaNoble 

Product 11anager (31) 
Regulatory 11anagement Branch I 
Antimicrobials Division (751 OC) 
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amended. fQr lite p8IIlClde. 
Jegietered under EPA Reg. No. '7 d 791- 3" 

S1!ur Formula 362 
No Rinse Cleaner/Sanitizer 
Cleaner-Dlslnfectant-Detergent-Funglclde-Viruclde* 

Sanitizer-Mildewstat on hard inanimate surfaces 
Designed for Hospital and Institutional Use 

ACTIVE INGREDIENTS: 
n-Alkyl (60% C14' 30% C16. 5% C12. 5% Cla) 

dimethyl benzyl ammonium chloride"."." .....• " ..•• ",.2.25% 
n-AJkyI (68% C12• 32% Cl~ 

dimethyl ethylbenzyl ammonium chlorldes ............. .2.25% 

OTHER INGREDIENTS ., •• " ••• " ••••.•• " •• " .... , .•••••• "., ••••• , •••. 95.50% 
Total ............................................................................. 1 OO.UU7b 
EPA Rag. No. 70799-8 EPA Eat. No. 70799z0H-1 

KEEP OUT OF REACH OF CHILDREN 

DANGER 
SEE SIDE PANEL FOR ADDmONAL PRECAUTIONARY STATEMENTS 

AND STATEMENTS OF PRACTICAL TREATMEIfi 
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