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Ms. Cristina Griffin

Agent for PDI

Delta Analytical Corp

12510 Prosperity Drive, Suite 160
Silver Spring, MD 20904

- Subject: Sani-Cloth Plus Germicidal Dlsposable Cloth
EPA Reg. No.: 9480-6
Amendment Date: June 14, 2007
EPA Receipt Date: June 15, 2007

Dear Ms Griffin,

The following amendment submitted in connection with registration under FIFRA section
3(c)(7)(A) is acceptable with the conditions listed below.

e Removal of Isopropanol as an active ingredient
e Add organisms, directions, label claims

Conditions
Revise as follows:

1) Onpage 2, delete C. difficile (ATCC 9689), Methicillin Resistant S. aureus (ATCC 33592), and
Vancomycin Resistant E. faecalis (ATCC 51299) because the submitted efficacy data does not
- support claims against the organism.

2) On page 2, delete the “Kills HIV-1 (AIDS VIRUS), HBV, and HCV” paragraph, and place it on
page 5. Itmust precede the “Special Instruction for cleaning and decontamination of HIV, HBV, and
HCV?” directions.

3) On page 5, revise the “Disinfecting” heading to read “Deodorizing and Disinfecting.”

4) On page 7, delete the 34" claim “Powerful enough to disinfect” because its heighten efficacy.

5) On page 8, revise the 15% claim by deleting C. difficile (vegetative cells).
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6) On page 8, revise the 20™ and 21% claims by stating “[Wipes out][Kills] the flu virus, (Influenza
A2/Hong Kong)” and “[Wipes Out][kills viruses* and bacteria [including the flu virus, (Influenza
A2/Hong Kong).” :

Data Summary

Data Requirement Means of Support Status

Single Use Towelette for Hard Surface Disinfection-S. | MRID No.: 471562-01 | Acceptable, hard nonfood surface

aureus (ATCC 6538) in 5% soil for 3 minutes

Single Use Towelette for Hard Surface Disinfection- S. | MRID No.: 471562-02 | Unacceptable, need to submit

aureus (ATCC 33592) (Methicillin Resistent) antibiotic resistant data

Single Use Towelette for Hard Surface Disinfection—S. | MRID No.: 471562-03 | Acceptable, hard nonfood surface

choleraesuis (ATCC 10708) , , in 5% soil for 2 minutes

Single Use Towelette for Hard Surface Disinfection—P. | MRID No.: 471562-04 | Acceptable, hard nonfood surface

aeruginosa (ATCC 15442) in 5% soil for 2 minutes

Single Use Towelette for Hard Surface Dlsmfectxon- . | MRID No.: 471562-05 | Acceptable, hard nonfood surface

coli (ATCC 11229) in 5% soil for 2 minutes .

Single Use Towelette for Hard Surface Disinfection—E. | MRID No.: 471562-06 | Acceptable, hard nonfood surface

coli (ATCC 35150) Serotype O157:H7. in 5% soil for 2 minutes

Single Use Towelette for Hard Surface Disinfection~E. | MRID No.: 471562-07 | Unacceptablé, need antibiotic

faecalis (ATCC 51299) VRE ' ' resistant data. Testing must be
- completed w/ minimum of 1x10°

: CFU/f* (per carrier)
Hard Surface Disinfection 1 Presaturated Towelette— C. | MRID No.: 471562-07 | Not reviewed. Agency no longer
difficile (ATCC 9689) vegetative cells : accepting data on vegetative cells
' , only against C. difficile spores

General Comments

The Confidential Statements of Formulas for the Basic and Alternate Formula #1-3 are
acceptable. They are in agreement with the label and PR Notice 91-2.

A stamped copy of the accepted labeling is enclosed. Submit one (1) copy of your final
prmted labehng before distributing or selling the product beanng 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 31m11ar
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 (¢). Your release for shipment of the product
bearing the amended labeling constitutes acceptance of these conditions.
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Should yoﬁ have any questions concerning this letter, please contact Drusilla Copeland at
(703) 308-6224. : '

~ Sincerely,

Velma Noble
Product Manager (31)
Regulatory Management Branch I

Antimicrobials Division (7510C)
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'SANI-CLOTH® PLUS # F/6
GERMICIDAL DISPOSABLE CLOTH

ACTIVE INGREDIENTS:
n-Alkyl (68% C12, 32% C44) dimethyl ethylbenzyl ammonium chlorides........c.cocoeceneeierenircicniiiene,
n-Alkyl (60% Cis, 30% Cas, 5%C12, 5%C1s) dimethyl benzyl ammonium chlorides:

OTHER INGREDIENTS .o ettt ettt e s eeree e st tee et es e ee s een e enane SRR 99:7
100. ooo%

TOTAL
KEEP OUT OF REACH OF CHILDREN
; CAUTION
" See back [side] panel for additional precautionary statements
NET CONTENTS o
___#OFCLOTHS [SIZE of each cloth] _ onon
'EPA Reg. No.: 9480-6 ‘  veee
EPA Est. No. : 8480-NY-1 _ : °
or. @ o !1 o
EPA Est. No. A=9480-NY-1, B=9480-IN-1 | - eegees e
Alpha character will precede batch code on product o e ﬂ‘ aos
Manufactured by: Tevs ¢
PDI, The Healthcare Division of Nice-Pak Products, Inc. at0e,
Two Nice-Pak Park, Orangeburg, NY 10962-1376 Lo

s
00

Precautionary Statements
Hazards to humans and domestic animals -
Caution. Causes moderate eye irritation. Avoid contact with eyes or clothlng Wash thoroughiy with soap

and water after handling.

First aid : .
If in eyes: Hold eye open and rinse slowly and gently with water for 15-20 minutes. Remove contact

lenses, if present, after the first 5 minutes, then continue rirising eye Call a poison control

center or doctor for treatment advice.
Have the product container or label with you when calling a ponson cantrol center or doctor, or going for

treatment.

Physical or chemical hazard _
Combustible. Do not use or store near heat or open flame. Do not use on natural marble, windows,

unpainted wood, brass, clear plastic or colored grout.

ACCEPTED ’3{'
with COMMENTS

in EPA Lgt@'er_ Dated:
Under the Federal Insecticide,
Fungicide, and Rodenticide Act as

amended, for the pesticide,
tegistered under EPAReg. No. 74 § O — 2

The terms “wipe(s)”, “towel(s)”, “towelette(s)”, and “cloth(s)” and the product name may be used interchangeably

except for within the product primary brand name.

F:shared\labels\pdi\9480-6\2007\draft labe! 061207.doc June 12, 2007 :
Page 1 of 13 .
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Bactericidal

" Virucidal* o
* Herpes Simplex Type 2 (ATCC VR-734), Influenza A2/Hong Kong (ATCC _-:Ri,544) Respiratory Syncytial
Virus (RSV)

Virucidal against Herpes Simplex Type 2, Influenza A2/Hong Kong,. Respiratory Syncytial Virus (RSV), HIV-
17, Hepatitis B Virus' , Hepatitis C Vlrus'r
Tuberculocidal

Staphylococcus aureus
Vancomycin Resistant Enterococcus faecalis (VRE) (AT:

[Product negme] is virucidal against Herpes Simplex Type 2§ :
/R¥544), Respiratory Syncytial Vlrus (RSV), HIV-1T . Hepatitis B VM‘US Hepatitis C Virus™

TKILLS HIV-1 (AIDS VIRUS), HEPATITIS B VIRUS (HBV) AND HEPATITIS C VIRUS (HCV) ON THE PRE-
CLEANED ENVIRONMENTAL SURFACES/OBJECTS AND PRE-CLEANED EXTERNAL SURFACES OF
ULTRASOUND TRANSDUCERS AND PROBES PREVIOUSLY SOILED WITH BLOOD/BODY FLUIDS in

_ two (2) minutes at room.temperature (68°- 77°F) or (20°- 25°C) in healthcare or other settings in which there

is an expected likelihood of soiling of inanimate surfaces/objects with blood or body fluids, and in which the
surfaces/objects likely to be soiled with blood or body fluids can be associated with the potential for
transmission of Human Immunodeficiency Virus Type 1 (HIV-1) (associated with AIDS), Hepatitis B Virus -
(HBV) and Hepatitis C Virus (HCV). '

A quaternary/alcohol solution impregnated in a wiping cloth. A non-woven disposable cloth for use in
hospitals and other critical care areas where the control of the hazards of cross-contamination between
treated surfaces is required. Use on hard non-porous surfaces and equipment listed on this label made of
stainless steel, plastic, Formica® and glass. Some organisms are removed from the surface by thoroughly
wiping the surface with the wipe. Most remaining organisms are killed within tiréei(3) minutes by exposure
“to the liquid in the wipe.

The terms “wipe(s)”, “towel(s)”, “towelette(s)”, and “cloth(s)” and the product name may be used mterchangeably
except for within the product primary brand name.
F:shared\abels\pdi\9480-6\2007\draft Iabel 061207.doc June 12, 2007

Page 2 of 13
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Areas of Use: ' v

Hospital and Healthcare Settings: Ambulances, Ambulatory Surglcal ‘Cente \SC), Anesthesra CAT
Labs, CCU, Central Supply,_Clmlcs Dental Offices, Dialysis Clinics, Doctors Offices, Donati
[bleod][plas ":][semen][mllk z is] ‘Emergency.’ Medlcal_ .
EmergencyVehicles; EyeiStirg enters, Healthcare Settings, Health-Car acilities, Home Health Care
Hospices, Hospltals ICU, lsolatlo,v Areas, - Laboratory, Laundry rooms, Neonatal Intensive Care Units
(NICU), Newborn nursery, Nursing homes Operating Rooms (OR), Ophithaimic. Offices, Orthopeédics, Out:
Patient Surgical ‘Centers:(OPSC), ‘Patient Care ‘Areas, Pediatrics, Pediatric Intensive Care Units (PICU)
Physical -therapy, Physician’s offices, Radiology, Recovery Rooms, Rehabilitation, Respiratory therapy,
Surgery, Surgical Centers, Transport vehicles and X-Ray.

and/or

Critical Care Areas: CCU, Emergency Rooms, E.R., ICU, Neonatal Intensive Care Units (NICU),
Operating Rooms, Pediatric Intensive Care Units (PICU) and Surgery.

and
Hospital

Healthcare _and Crltncal Care Use Sttes May be used on hard non-porous

gurneys infantzinci o]
of] ls‘olettes lV poles

pahent support and delivery equxpment plilp esters ani
probes.

Grocery Stores or Shopping Centers3 or Supermarkets or Delicatessens: Disinfects grocery cart
handies and grocery cart child seats. Disinfects shopping cart handles and child seats. Cleans grocery
carts or shopping carts. '

Nursery or Daycare Centers: Ba ‘
changing-stations; diaper pails, tnfant/chll'
porous surfaces listed on this label.

other hard non- porous surfaces listed on thls 'label

Health club facilities and Gyms: Gym equipment, weight:liftin
surfaces listed on this label.

garbage cans headsets keyboards ratllngs seats sinks, tables tabletops telephones toys
work: statrons %and other hard non-porous surfaces listed on this label.

Transpo
of vehicle

”» &k, LIS

toweleite(s)”, and “cloth(s)” and the product name may be used: 1nterchangeably
except for within the product primary brand name.
F:shared\labels\pdi\9480-6\2007\draft label 061207 .doc June 12, 2007

The terms “wipe(s)”, “towel(s)”,

Page 3 of 13
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This product is not to be used as a terminal sterilant/high level disinfectant on any surface or instrument that
(1) is introduced directly into the human body, either into or in contact with the bloodstream or normally -
sterile areas of the body, or (2) contacts intact mucous membranes but which does not ordinarily penetrate
the blood barrier or otherwise enter normally sterile areas of the body This product may be used to
preclean or decontaminate critical or semi-critical medtcal devices prior to sterilization or high level,
disinfection.

Dlrectlons for use
It is a violation of Federal law to use this product in a manner inconsistent with its labeling.

Dispenser directions:

.Canister directions:

-To start feed: Remove lid and discard inner seal from canister. Find center of wipe rolI remove first wipe
~ for use, twist corner of next wipe into a point and thread through the hole in the canister lid. Pull through

about one-inch. Replace lid. Dispense remaining wipes as necessary by pullmg out at an angle. When not

in use keep center cap of lid closed to prevent moisture loss. "

Travel pack directions:

Peel back label slowly. Pul! out wipes as needed and reseal label..Unfold wipe.

The terms “wipe(s)”, “towel(s)”, “towelette(s)"”, and “cloth(s)” and the product name rnay be used 1nterchangeably
except for within the product primary brand name.
F:shared\labels\pdi\9480-6\2007\draft label 061207.doc June 12, 2007

Page 4 of 13
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DISINFECTING: To disinfect nonfood contact surfaces only
Use a wipe to remove heavy soil. Unfold a clean wipe and thoroughly wet surface. Treated surface m st
remain visibly wet for a full thre&:(3) minutes. Use addmonal wipe(s) if needed to assure continuous th
(3) minute wet contact time. Let air dry. [Wiign: on:the'ilabel,; add: the following:)
directions also.apply:to- Mycobattériimibovis'BE:! ‘68°F:

[optionial diréctions;] Ultrasound transducers and probes:

For use on external surfaces of ultrasound transducers and probes only.

To disinfect: Pre-clean gel from external surface of uitrasound transducer or probe to be dlsmfected by
using a clean washcloth. Then thoroughly wet the probe with a towelette. Treated surface must remam
visibly wet for a full tree’(3) minutes. Use addltlonal w1pe(s) if needed to assure continuous th ,
minute wet contact time. Let air dry.

TSPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST HIV-1, HEPATITIS B
VIRUS (HBV) AND HEPATITIS C VIRUS (HCV) OF SURFACES/OBJECTS SOILED WITH BLOOD/BODY
FLUIDS

Personal protection: When using this product, wear disposable protectlve gloves, protective gowns, face
masks, or eye coverings as appropriate when handling HIV-1 (AIDS Virus), HBV or HCV infected blood or
body fluids.

Cleaning procedure: All blood and other body fluids ‘must be thoroughly cleaned from surfaces and
.objects before disinfection by the germicidal wipe. Open, unfold first germicidal cloth to remove heavy soil.
Disposal of infections materials: Dispose of used towelette in accordance with local regulations for
infectious waste disposal.

Contact time: Use second germicidal cloth to thoroughly wet surface. Allow to remain wet two (2)
minutes, let air dry. Although efficacy at a two (2) minute contact time has been shown to be adequate
against HIV-1, HBV and HCV this time is not sufficient for the other organisms listed on this label.
Therefore a three (3) minute wet contact time must be used for other listed orgamsms .

Statement A
Storage Do‘

in trash?collectlon

3 ic LLINT

The terms “wipe(s)”, “towel(s)”, “towelette(s)”, and “cloth(s)” and the product name may be used interchangeably

except for within the product primary brand name.

F:shared\labels\pdi\9480-6\2007\draft label 061207.doc : , June 12, 2007
" ' : Page 5 of 13




Optional Claims and Desctiptors

X" x Y” [wipes] o
__%bigger[[quilted] wipes]/[ve.. X X Y'!}
# pre-saturated towelette

Afteri .use, justtoss: wnpe(s) away

Always ready: to use

An effective method to deodorize and disinfect against odor-causing orgamsms on hard non-
porous surfaces listed on this label. :

An effective way to disinfect hard, non-porous environmenta! surfaces listed on this label.

A non-woven disposable cloth for use in hospitals and other critical care areas where control of the

_hazards of cross contamination between treated surfaces are required.

Antibacterial

Antimicrobial

A Sani:Surface® Brand

Are pre-measured to have the recommended amount of germicidal solution, wipe after wipe.

Assures proper dilution strength, product effectiveness and standardized technique.

Bleach-free [formula)

Bonus

Can help reducethe risk:of:

Cellulosic non-woven dispos

Contalns [name. of; actlve

Contains [number] cariisters:

Convenient

Deodonze hard, non-poro

1oz,

Disinfect and scrub clean
Disinfect: [and for touch:up'ciean]
Disinfects'in.3iminutes

Dlsmfects [in: [|ust] three 3]

Dlsmfect the precleaned
Dlsmfects end deodorlzes

Dlsmfectmg?towel"ett

Disinfects grocery cart handles or shopping cart handies or grocery cart child seats or shopping cart
child seats

Disinfect[s] hard non-porous env:ronmental surfaces listed on this label |

Dispenses one. wipe at: a tlme :

Does not:-contain, bleach

Does not produce mist or overspray

Double-sided. scrubbmg‘ ipe

Durable, low-lint wipe'designe

Easy

Easy [and’ convement] way to [touch- i

Easy drop-in refill{s]

[Easy] pop-up:tub

Easy start lid- [package]

Easy to use- [easy to reﬂll]

[Economlcal] Reflll[s] [oT

[Economical] Refills [now]-avail

Economy

Effective agamst bathroom

Effectlve against:{the. follo“_

Eliminates 6dors .

Extra: large dlsmfectmg W|pes ' ‘

The terms “wipe(s)”, “towel(s)” “towelette(s)"”, and “cloth(s)” and the product name may be used interchangeably |
except for within the product primary brand name.
F:shared\labels\pdi\0480-6\2007\draft label 061207.doc .~ June 12, 2007

Page 6 of 13



Fast [Convenient] [Portable]:way to disinfectihard non:po
For daily use
Gets rid of [or] eliminate
Helps prevent [b ]

Includes ‘

Multl-pack
Multl-purpose di

No canlster nee
No measuring

No mixing _
No: sponges, ioirag:

,Now with [%]
Now with [#
On-the-go “dlsmfectant
‘Perfect:for: dlsmf ctmg exterlor tonet surfac ,
Pop-up dlspensmg

Pop-up [top]
Portable
'Powerful enough
Premeasured
Premixed, premeastired; premoistened
Premoistened

Pull n/ Go.[pack]

Quick

disinfect

Q.u'ck a..nd;‘ea..sy
Ready to Use_ [’o: :

vReflll [snze] [pa
Reflllable [wrth

Strong, durable:. [s}
Tear at perforatlon

The terms “w1pe(s)" “towe](s)" “towelette(s)" and “cloth(s)" and the product name may be used interchangeably

except for within the product primary brand name.

F:shared\labels\pdi\9480-6\2007\draft label 061207.doc o June 12, 2007
: ’ Page 7 of 13
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Time to reorder
Trial _ N
Tub with: pop-tip actio
Tub refill

The terms “wipe(s)”, “towel(s)”, “towelette(sj”, and “cloth(s)” and the product name may be used interchangeably
except for within the product primary brand name.

F:shared\labels\pdi\9480-6\2007\draft label 061207.doc _ June 12, 2007
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CLEAN|NG .[cleaning dlrect/ons and c/alms have been group. d-on
mcorporated into-other parts of the /abel)]

DIRECTIONS FOR USE:
CLEANING: Wipe surface with towelette until clean. Let air dry.

CLAIMS

An effective method to clean against odor-causing organisms on hard non-porous surfaces listed on
this Iabel

AOne Step Cleaner [and dlsmfectant] (except precleaning is required for blood and body fluids)

Cleans

. Cleans and disinfects

Cleans, deodorizes, and kills common household germs

Cleans, disinfects and deodorizes

Cleans grocery carts and shopping carts

Dnamond-embossed pattern:[texture]: provides’ effectl'm

Easy One Step Cleamng [ .dnsmfectlng]

d_ for blood and body fluids)

Multl-purpo | . .
New:thicker arger:diamond-embossed wipeicleans : nonths

[Textured] [scrubby] [rough] Slde for [scrubbmg [cleanin
[soils] [messes]

Thick, large wipe cleans

Wipe away odors

[Wipes:out]. [Kills] germs that cause ‘odors

[Wipes out] [Kills]:germs [whlle it cle "ns]

[Wiping] [soft] side for [wiping] d:rt away: [ahd: dlsmfectmg]

The terms “wipe(s)”, “towel(s)”, “towelette(s)”, and “cloth(s)” and the product name may be used 1nterchangeably
except for within the product primary brand name.
F:shared\labels\pdi\9480-6\2007\draft label 061207.doc ' June 12, 2007
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[The following graphics and statements are optional.
They may be placed anywhere on label/container ]

NOT A BABY WIPE

NOT FOR USE ON SKIN | This graphic shoWs use of the wipe dispensef.

The terms “wipe(s)”, “towel(s)”, “towelette(s)”, and “cloth(s)” and the product name may be used interchangeably
except for within the product primary brand name. ' :

F:shared\labels\pdi\9480-6\2007\draft label 061207.doc .  June 12, 2007
' Page 10 of 13




[The following graphics and statements are optional.
They may be placed anywhere on label/container)

The terms “wipe(s)”, “towel(s)”, “towelette(s)”, and “cloth(s)” and the product name may be used interchangeably
except for within the product primary brand name. ' '
F:shared\labels\pdi\9480-6\2007\draft label 061207.doc June 12,2007 :

' Page 11 of 13




[The following graphics and statements are optional.
They may be placed anywhere on label/container.]

Not a Skin Wipe.
For Use on Hard Surfaces Only.

Not a Skin Wipe.
For Use on Hard Surfaces Only.

The terms “wipe(s)”, “towel(s)”, “towelette(s)”, and “cloth(s)” and the product name may be used interchangeably
except for within the product primary brand name. A
F:shared\labels\pdi\9480-6\2007\draft label 061207.doc June 12,2007

Page 12 of 13
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[The following graphics and statements are optional.
They may be placed anywhere on label/container.]

[One side scrubs]
[One side wipes]

The terms “wipe(s)”, “towel(s)”, ‘:‘towelette(s)”, and “cloth(s)” and the product name may be used interchangeably
except for, within the product primary brand name. ‘

F:shared\labels\pdi\9480-6\2007\draft label 061207.doc June 12, 2007 . ) :
. Page 13 of 13




