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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON D C 20460

August 6 2012

OFFICE OF CHEMICAL SAFETY
AND POLLUTION PREVENTION

Abigail T Downs

Regulatory Agent to MedTrol Inc
1150 18" Street NW Suite 1000
Washington DC 20036

Subject Super Chlor®
EPA Reg # 69687 1
Notification Date July 12 2012
Receipt Date July 12 2012

Dear Ms Downs

This acknowledges the receipt of your notification submitted under the provision of PR
Notice 98 10 and FIFRA section 3(c)9

Proposed Notification

To add optional label claims (Single use Only Protect from freezing Avoid excessive
heat and Shreld from direct sunlight) for Super Chlor® (EPA Reg # 69687 1) Submutted label
pin punched 07/25/12

General Comment
Based on the review of the material submitted this notification to add optional label

claims 1s acceptable

It 1s noted that changes were also made 1n response to the Agency s amendment
comments dated May 16, 2012 into the current submitted label (Label amendment dated
February 16 2012 and pin punch 7/25/12)

On page 4 of the current label 1t was noted a website addition www medtrol com
Should you wish to retain a reference to the company's website on your label then please be
aware that such a reference transforms the website into labeling under the Federal Insecticide
Fungicide and Rodenticide Act sec 2 (p) (2) and then the website 1s subject to review by the
Agency If the website content 1s false or misleading the product would be misbranded and 1ts
sale or distribution unlawful to sell or distribute under FIFRA section 12(a)(1)(E) In addition
regardless of whether a website 1s referenced on your product s label claims made on the website
may not substantially differ from those claims approved through the registration process
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Although EPA has not yet determuned the extent to which it will routinely review company
websites 1f the Agency finds or 1f 1t 1s brought to our attention that a website contains false or
misleading statements or claims substantially differing from claims approved through the
registration process the website may be referred to the EPA's Office of Enforcement and
Compliance Assurance

Thus notification and a copy of this letter have been inserted in your file for future
reference

If you have any questions on this letter please contact David Liem at 703 305 1284 or by
email at hiem david@epa gov

Sincerely

ng Product Manager (32)

Regulatory Management Branch IT
Antimicrobial Division (7510P)
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United States

o
\"’EPA Environmental Protection Agency
Washington DC 20460 X Other

Reglstratlon OPP Identifist Number
Amendment

Application for Pesticide Section |

1 Company/Product Number
69687 1

2 EPA Product Manager
Monisha Harns

3 Proposed Classification

l lNone ] ,Restncted

4 Company/Product (Neme)
Medtrol Inc / Super Chlor

PM#
32

5 Name and Address of Applicant {Include ZIP Code)

Medtrol Inc
7157 Autsin Avenue
Niles IL 60714

D Check if this 1s 8 new address

to
EPA Reg No

6 Expedited Reveiw In accordance with FIFRA Section 3{c)(3)
(b)) my product 1s similar or dentical in composition and {abeling

Product Name

Section |l

} Amendment Explain below

l l Resubmission 1n response to Agancy letter dated

Notification Explain below

Final pnnted labels in repsonse to

Agency letter dated
Me Too Apphcation

D Other Explain below

Notification to add additional optional label claims

Explanation Use additional page(s) if necessary (For section | and Section I )

This notification is consistent with the provisions of PR Notice 98 10 and EPA regulations at 40 CFR 152 46 and no other changes have been
made to the labeling or the confidential statement of formula of this product | understand that it Is a violation of 18 U S C Sec 1001 to willfully
make any false statement to EPA | further understand that If this notification is not consistent with the terms of PR Notice 98 10 and 40 CFR

152 46 this product may be in violation of FIFRA and | may be subject to enforcement action and penalties under sections 12 and 14 of FIFRA

Section il
1 Material This Product Will Ba Packaged In
Child Resistant Packsaging Unit Packaging Water Soluble Packaging 2 Type of Container
Yes Yes Yes Metal
N Ptastic
No ° No Glass
If Yes No per If Yes No per Paper
* Certification must Unit Packaging wgt  container Package wgt container Other {Specity)
be submitted |
3 Locston of Net Contents Information 4 Size{s) Retail Container 5 Location of Label Directions
Label u Container [’__j
6 Manner in Which Label 1s Affixed to Product Lithograph LJ Other
Paper glued
Stenciled
Section IV
1 Contact Point [Complete itams directly below for identification of individusl to be contected if necessary to process this application )
Name Title Telephone No fipglude Area Code)
Abigall Downs Regulatory Consultant 202 828 8992
Certification 6 Date Application
I certify that the statements | have made on this form and all attachments thereto are true accurate end comnls e Re
| acknowledge that any knowlinglly false or misleading statement may be purushable by fine or impnsonment or (Stamped)
both under applicable law
2 Signature 3 Title ¢
W = 2 Regulatory Agent to Medtrol Inc
4 Typed Name 5 Date
Abigail T Downs
g July 12, 2012

EPA Form 8570 1 {(Rev 3 94} Previous editions are obsolete

White EPA File Copy [original)

Yellow Applicant Copy
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Technology Sciences Group Inc

1150 18" Street NW Suite 1000
Washington D C 20036

Direct (202) 828 8992

Fax (202) 872 0745

E Mail adowns@tsgusa com

Abigai T Downs
Regulatory Consultant

Monisha Harris July 12 2012
Office of Pesticide Products

U S Environmental Protection Agency

Room S 4900 One Potomac Yard

2777 South Crystal Drive

Arlington VA 22202 4501

Re Notification to Update Optional Label Claims
Company Name Medtrol Inc
Product Name Super Chlor
EPA Registration No 69687 1

Dear Ms Harris

Technology Sciences Group Inc on behalf Medtrol Inc 1s submitting the enclosed notification
to add the following optional label claims to the Super Chlor product label

Single Use Only

Protect from freezing
Avoid excessive heat
Shield from direct sunhght

Please see the following included in support of this application
1) Amendment application form 8570 1

Please do not hesitate to contact me with any questions at (202) 828 8992 or via e mail
adowns@tsgusa com

Sincerely

Abigall T Downs
Washington D C Califorma « rada
115018 St NW S te 1000 712FfthSt S t A 275Slat St § t 900
Wash ngton D C 20036 Da s CA 95616 Ottawa Ontario K1P SH9

Phone (202) 223 4392 Pho e (530) 757 1245 Ph ne (613) 247 6285

112
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{OPTIONAL ADDITIONAL TEXT FOR USE ON PRODUCT LABEL OR COLLATERAL LABELING}

[[Effective against] [Kills] bacteria Staphylococcus aureus [ATCC 6538],
Salmonella enterica [ATCC 10708], and Pseudomonas aeruginosa [ATCC
15442]]

[[Effective against] [Kills] Hepatitis B Virus [HBV] [in 30 seconds] [in 30 sec ]
[in the presence of organic soil (5% blood serum)] [and] [on [precleaned]
hard, non porous [environmental][and][healthcare] surfaces]

[[Effective against] [Kills] [Human Immunodeficiency Virus Type 1] [HIV 1] [In
5 minutes [in 5 min ] [in presence of organic soll (6% blood serum)] [and] [on
[precleaned] hard, non porous [environmental]{and][healthcare] surfaces]

[[Effective against] [Kills] Trichophyton mentagrophytes [ATCC 9533]] [in
presence of organic soll (5% blood serum)] [and] [on [precleaned] hard non
porous [environmental][and][healthcare] surfaces]

[[Effective against] [Kills] Methicillin Resistant Staphylococcus aureus
[MRSA] [ATCC 33592]] [in presence of organic soil (5% blood serum)] [and]
[on [precleaned] hard, non porous [environmental][and][healthcare] surfaces]

[[Effective against] [Kills] [Vancomycin Resistant Enterococcus faecalis
[VRE] [ATCC 51575]] [In presence of organic soil (5% blood serum)] [and] [on
[precleaned] hard, non porous [environmental][and][healthcare] surfaces]

[[Effective against] [Kills] [Staphylococcus aureus] [S aureus] [ATCC 6538]
and Salmonella enterica] [in presence of organic soil (5% blood serum)] [and]
[on [precieaned] hard, non porous [environmental][and][healthcare] surfaces]

[[Effective against] [Kills] [Salmonella enterica] [ATCC 107108] [in presence
of organic soil (5% blood serum)] [and] [on [precleaned] hard, non porous
[environmental][and][healthcare] surfaces]

[[Effective against] [Kills] [Pseudomonas aeruginosa] [ATCC 15442] [in
presence of organic solil (6% blood serum)] [and] [on [precleaned] hard, non
porous [environmental][and][healthcare] surfaces]

[[Effective against] [Kills] Staphylococcus aureus [ATCC 6538], Saimonella
enterica] [ATCC 107108] and Pseudomonas aeruginosa [ATCC 15442]

[A One Step Cleaner Disinfectant effective against [Pseudomonas
aeruginosa] [Staphylococcus aureus] [Salmonella enterica] [Methicillin
Resistant Staphylo;occus aureus {MRSA)] [Vancomycin Resistant
Enterococcus faecalis {VRE)] [Hepatitis B Virus] [HBV] [Human
Immunodeficiency Virus Type 1] [HIV-1] [Trichophyton mentagrophytes] [in

Label amendment dated February 16 2012
Page 6 of 9
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the presence of organic soil (5% blood serum)] [and] ] [on [precleaned] hard,
non porous [environmental}lfand][healthcare] surfaces

[Where control of the hazards of cross contamination between treated
surfaces 1s of prime importance]

[Antibactenial]

[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] [EXP DATE] [XXXXXX]
[Lot Numbe] [Lot} {xxxxxx]

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

Made in [the]US 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 ]

[Can be uszd tc][Disinfzct[s] hard, non porous [environmental] [and]
[healthcare] surfaces])

3

Label amendment dated February 16 2012
Page 7 of 9
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[Bathroom [disinfectant] wipes for hard, non porous environmental surfaces]

[Use wipes to kill [Salmonella enterica (Saimonella)] [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]

[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]
[Refills for [Product Name]

[For refilhing [Product Name]

[germicidal wipes])

[germicidal] [germicide]

[bleach [(sodium hypochlorite)] disinfectant wipe]

[1 10 bleach [(sodium hypochiorite)] [dilution] [solution]]
[sodium hypochlorite 0 525%]

[[Product Name][These][The][towels] are saturated with [the] a solution
[equivalent to] [of] [prediluted] 1,10 [dilution of] sodium hypochlorite [bleach]]

[meets efficacy standards for hoep tal disinfection]
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[bleach disinfectants][1 10 dilution] [hospital use]
[presaturated] [towel] [towelette] [wipe]
[Bleach wipes]

[Now Kills] (note to reviewer to be used with hepatitis B claim — imited to 6 months of
marketing)

[Now effective against] (note to reviewer to be used with hepatitis B claim — limited to 6
months of marketing)

[Disinfectant] [Disinfecting] bleach wipe[s]

Disinfects [blood glucose meters] [ ] [and] [patient care equipment] [,] [and]
[point of care equipment] and hard, non porous healthcare surfaces]

[Not a skin wipe] [] (pictogram)
| Not a baby wipe] [] (pictogram)

Single Use Only

Protect from freezing

Avoid excessive heat

Shield from direct sunlight
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