UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

6768 7— | /g /oo
i 5/g /5011 Pore 179
&2 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, DC 20460 .

‘»4 |
s A -9 2001
OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION
Paul Stiffler
Medtrol, Inc.
7157 North Austin Avenue
Niles, IL 60714
Subject: PRIA (446728)
Super-Chlor
EPA Registration No. 69687-1 ; w

Application Date: March 11, 2011
EPA Receipt Date: March 14, 2011

Dear Mr. Stiffler:

The following amendment, submitted in connection with registration under the
Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, is acceptable with
the conditions listed below.

Proposed Amendment:

e To comply with PR Notice 2007-4
e Remove Mycobacterium bovis from the label
e Add claims for Hepatitis B Virus (HBV)

Conditions:
1. Revise the “Hazards to Humans and Domestic Animals” statement as follows:

CAUTION: Causes moderate eye irritation. Avoid contact with eyes and clothing.
Wash thoroughly with soap and water after handling and before eating, drinking,
chewing gum, using tobacco or using the toilet. Remove and wash contaminated
clothing before reuse.

2. Add the following statement under the “First Aid” section of the label: Have the product
container with you when calling a poison control center or doctor, or going for treatment.

-

3. Identify the types of surfaces on which the product may be used (e.g., chrome, glass,
stainless steel)

General Comments:
Should you wish to add/retain a reference to the company's website on your label,

than please be aware that the website becomes Iabeling under the Federal Insecticide
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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 Assurance

A stamped copy of the labeling accepted with conditions is enclosed. Submit 1 copy
of your final printed label before distributing or selling the product bearing the revised
labeling.

Should you have any questions concerning this letter, please contact Wanda Henson
on (703) 308-6345 or at Henson.Wanda@epa.gov.

Sincerely,

Monisha Harris
Product Manager (32)

Regulatory Management Branch II
Antimicrobials Division (7510P)
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{OPTIONAL ADDITIONAL TEXT FOR USE ON PRODUCT LABEL OR COLLATERAL LABELING}

Staphylococcus aureus [ATCC 6538], Salmonella enterica [ATCC 10708], and
Pseudomonas aeruginosa [ATCC 15442]]

[[Effective against] [Kills] Hepatitis B Virus [in 30 seconds] [in 30 sec.] [in the

|
! [[Effective against] [Kills] hospital [type] [representative] bacteria
presence of organic soil (5% blood serum)]

|

| [[Effective against] [Kills] HBV [in 30 seconds] [in 30 sec.] [in the presence of
} organic soil (5% blood serum)]
[[Effective against] [Kills] Trichophyton mentagrophytes [ATCC 9533]]

[[Effective against] [Kills] Methicillin Resistant Staphylococcus aureus
‘ (MRSA) [ATCC 33592]]
|

[[Effective against] [Kills] Enterococcus faecalis (VRE) [ATCC 51575]]
[[Effective against] [Kills] Staphylococcus aureus and Salmonella enterica]

[A One Step Cleaner Disinfectant effective against: [Pseudomonas
aeruginosa] [Staphylococcus aureus] [Salmonella enterica] [Methicillin
Resistant Staphylococcus aureus (MRSA)] [Vancomycin Resistant
Enterococcus faecalis (VRE)] [in the presence of organic soil (5% blood
serum)]

[Where control of the hazards of cross contamination between treated
surfaces is of prime importance]
[Antibacterial]

[Aids in reducing [in the reduction of] cross contamination between treated
surfaces]

[An effective method to disinfect hard, non-porous environmental surfaces]

[[Use to] [Effectively] [cleans and] disinfects common hard, non-porous
surfaces]

[An effective way to clean and deodorize against odor-causing organisms
and disinfect hard, non-porous surfaces]

[Can be used to][Clean][s] [,][deodorize][s] and disinfect][s]
[Optional symbol] [Not A Baby Wipe]

[In the][area] [center] [station][department][s][listed][below][here][:]
[Hospitals][Doctors’s Offices][Nursing Homes][Schools] [Dental Offices]
[Environmental Services][Renal Dialysis][Laboratories][Infection Control]
[ICU/CCU][General Nursing] {Nursing][Home Healthcare] Pediatrics] {Out
Patient Care] [Surgery][Respiratory Care][EMS][Housekeeping]

[Expiration date] [EXP] [XXXXXX]
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{OPTIONAL ADDITIONAL TEXT FOR USE ON PRODUCT LABEL OR COLLATERAL LABELING}

[Can be used on hard non-porous surfaces of] [blood glucose meters] [blood
glucose monitors] [stethoscopes] [in blood glucose meter rental programs]

Made in U.S.A

[Innovative healthcare product designed with a commitment to quality and
excellence]

[For complete product line information, Call Medtrol, Inc.]
[Complete product line information available by calling:]

[[Effective against] [Kills] [and] [the] *HIV-1 (AIDS Virus) [and] on precleaned
hard non-porous environmental surfaces]

[[Effective against] [Kills] [and] [the] HBV [and] on precleaned hard non-porous
environmental surfaces]

[[Effective against] [Kills] [and] [the] Hepatitis B Virus [and] on precleaned hard
non-porous environmental surfaces]

[Can be used to][Disinfect[s] hard, non-porous [environmental] [healthcare]
surfaces]

[Bathroom [disinfectant] wipes for hard, non-porous environmental surfaces]

[Use wipes to kill [Salmonella enterica (Salmonella)] [and] [Staphylococcus
aureus (Staph)] on bathroom hard, non-porous surfaces]

[Can be used on][[Telephone][s][[cell] [cellular] [wireless] [mobile] [digital]
phone[s]] [disinfectant wipe]

[Can be used to][Disinfect[s] [headsets] [telephones] [[cell] [cellular] [wireless]
[mobile] [digital] phone[s]]

[Ready to Use]
[Contains 5,250 [parts per million] [ppm] of active sodium hypochlorite]

[[Convenient] [Premeasured] [Premoistened] [Disposable] [Pre-saturated]
[towelette]

[No mixing] [No measuring]

[Moist inanimate surface wipes]
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{OPTIONAL ADDITIONAL TEXT FOR USE ON PRODUCT LABEL OR COLLATERAL LABELING}
(

[Can be used on][Use on hard][,] non-porous surfaces only.]
[Test wipe on small inconspicuous area.]
[Suitable for hospital use]

[Disinfects hard, non-porous healthcare surfaces]



