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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

60/%;1——, 3 (2] 82004  pape ) FS

. Veridien Corporation

2875 MCI Drive, Suite B ' N
Pinellas Park, FL 33782 _ DEC 8 2004

Attention:  Kresti A. Lyddon,

Subject: . Virahol Hospital Disinfectant Towlette
' EPA Registration No. 60142-3 :
Amendment Application Date: October 6, 2004
EPA Received Date: November 29, 2004

This will acknowledge reééipt of your notification, “for alternate brand names”
submitted under the provisions of FIFRA section 3 (c¢) 9. Based on a review of the
material, the following comment apply.

Additional Brand Name:

“Viraguard Medical Instrument Wipes ”

This application is ac¢eptable and has been made a part of the records for this file.- '

" If you have any question concerning this letter, please contact me at 703-308-6341
or Portia Jenkins at (703) 308-6230.

Sincerely yours,

!
/77 A7
Marshall Swindell
Product Manager 33
Regulatory Management Branch I
Antimicrobials Division (7510C)

H CONCURRENCES =

Nlﬂlﬁ!)l“ : N )

DATE H . -
EPA Form 1320-1A (150) Printed on Recycled Paper ' OPFICIAL FILE COPY

“U.S. Goverrerant Prinsing Ofiosc 1082 <= SI0-00BAM0872
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Form Approved. OMB No. 2070-0060

o Unitsd States Registration | OPP identifier Number

\‘?EPA Environmental Protection Agency Amendment
Washingtons, DC 20480 X | Other
Application for Pasticide - Section |

1. Eempany/Preduct Number 2. EPA Product Manager 3. Proposed Clazsification

60142-3 Marshall Swindell MNm LJ Res |
4. Company/Product (Name) . PM#

Viraho! Hospital Surface Disinfectant Towslette 33

§. Namo and Address of Applicant finciude ZIP Code)
Veridien Corporation

6. Expadited Revaiw. In accordance with FIFRA Section 3ici(3)
{bM}i}, my product is similar ar identical in composition_and labeling

2875 MCI Drive, Suite B to:
Pinellas Park, FL 33782 EPA Reg. No.
D Check i this /s 8 naw sddress Product Name
Saction -lI

| l Amendmant - Explain below. Finsl printed jabsls in repsomsas to

Agency lattar-dated
D “"Me Too" Application,

[] Other - Explain below.

1 D Rosubmission in response to Agency lattar dated
Nutification - Explain below,

Explanation: Use additionsf pogols) if necessary. {For section | and Swetien IL)
Notification of Additional Brand Name -- "Viraguard Medical Instrument Wipes"

i "

Section - M}

1. Matarial This Product Will Ba Packaged In:

Chiid-Registant Packaging | Unit Packaging Water Sciuble Packaging 2. Type of Contsiner
You X | Yoo 1 Yo Mota!
Plastic
x_ No [ No No Glass
. If "Yeou" No. per It "Yor" No. par X Paper
( * Certification must | ;s peckeging wgl. contsinar | Package wgt container Other (Spacify}
ba submitted 0010z 'm {
3. Location of Net Contents Information 4. Sizra(s} Retail Container 6. Location of tabel Directions
X Label | ] container 180 individual towelettes
8. Manner in Which Labol is Affixed to Product t" Iythogupl.'ld ] other
r i
Stonciled
Section - IV

1. Contact Point {Complste items directly below for identification of individual 1o be contacted, if necessery, to process this spplication.}

EPA Form 8570-1 (Rev. 3-84) Previous editions are obsclete.

Name Title Telephone No. linclude Ares Code)
Kresti A. Lyddon Agent 651-433-3328
. Certification §. Date Application
{ cartify that the statemants ) havs mads an this form and aff attschments theroto ars true, sccurete and complats. Received
! scknowladgs that any knowlinglly falae or misleading statement may be punishable by fine or imprisonment or (Stamped)
both under pfiplicable Iaw.
| ﬂ 3. Titie
L/, ?W;R Agent
‘V B. Date
Kresti A. Lyddon 6 October 2004
Whits - EPA Flle Copy {original} Yallow - Applicant Copy
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MEDICAL
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Effective Agoinst BACTERIA, VIRUSES,  CAUTION
FUNG! inchuding: STREFTOCOCCUS, XEEP OUT OF REACH
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VIRAGUARD®
MEDICAL INSTRUMENT WIPES
FOR DISINFECTING, CLEANING AND
DEODORIZING HARD, NON-POROUS

ENVIRONMENTAL SURFACES
NON-STAINING
KEEP OUT OF REACH OF CHILDREN

CAUTION

ACTIVE INGREDIENT:
ISOPROPANOL.......coocorr. TO%

EPA Reg. No. 60142-3 EPA Est. No. 81133-CAN-001
NET CONTENTS: 100 individual Saturated Swabs.

PRECAUTIONARY STATEMENTS

HAZARD TO HUMANS & DOMESTIC ANIMALS
KEEP OUT OF REACH OF CHILDREN
Caution. Causes motemate aye initation.
Harmifut If inhaled or absorbed through the skin.
Avoid contact with eyes, skin, or clothing. Wash
thoroughly with soap and water after handling.
ARST AID
Have the pmduct container or tabel with you when
caliing a poison control center or doctor or going
for treatment. i in eyes: Hold eye open and rinse
slowly and gently with water for 15-20 minutea.
Remove contact lenses, if present, after the first 5
minutes, then continue rinsing the eye.
Cail a poison control center or doctor for further
treatment and advice. if on skin or clothing: Take
off comaminatod clothing. Rinse skin with plenty
of water for 15-20 minytes. Call a poison contral
center or doctor for further treatment and advice.
H inhaled: Move person to frash alr. If person is
not breathing, call 811 or an ambulance, then give
artificial respiration, preferably mouth-to-mouth, it
possible. Call a poison control center or doctor
for turther treatment and advice.
PHYSICAL OR CHEMICAL HAZARDS:
Fammable. Keep away from heat, sparks and
opon flame.
STORAGE AND DISPOSAL: Do not contaminate
water, food, or feed by storage and disposal.
PESTICIDE SYORAGE: Store in a cool, dry place,
at room temperatura.
CONTAINER DISPOSAL: Discard empty
container in trash.
PESTICIDE DISPOSAL: Discard usud towelettes
and ermpty package In regular trash,
Veridien Corporation
2875 MCl Drive, Suite B
Pineilas Park, FL 33762-6105
1-800-345-5444

EFFECTIVE AGAINST
A BROAD RANGE OF PATHOGENS

TUBERCULOCIDAL: Mycobacterivtn bovis (BCG)
BACTERICIDAL: Staphylococcus aureus (MRSA),
ATCC#33561; vancomycin-resistant Enterococcus
faecium (VRE), ATCC#51559; Streplococcus
pyogenes, ATCCM8615; Psgudomonas
aeruginosa, ATCC#15442; Staphylococcus auneus,
ATCC#6538; Salmonaetla choieraesuls,
ATCCR0708; Escharichia coll, ATCC#11229,
FUNGICIDAL: Trichophylon mentagrophytes,
ATCC#9533; VIRUCIDAL: Herpes simplex type 1,

ATCCBVR260; HIV-1 (AIDS Virus) Tnactivates HIV-1
on proecleaned environmental surfaces and objects
previouaty soiled with biood or body flulds in
healthcare settings or other settings in which there
is an expected fikelihood of soiling of inanimate
surfaces or objects with blood or body fluids, and
in which the Surfaces and objects llkely to be
soiled with blood or body fluids can be associated
with the potential for transmission of Human
Immunodeficiency Virus (HIV-1) (AIDS virus).
DIRECTIONS FOR USE:

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

FOR DMSINFECTING, CLEANING AND
DEQDORIZNG HARD, NON-POROUS
SURFACES:

GENERAL INFORMATION:

An effective disinfectant and deodorant towelette
for hospitals, cinics, medical and dental offices,
laboratories, Industrial ciean rooms, nursing
homes, ambulances, veterinary offices, hotels,
restaurants, schoals, professional salons and
hoalth spas. This product is designed for effective
cleaning, disinfecting and deodorizing of hard
non-porous, inanimate surfaces such as walls,
sink tops, siainlens steel surtaces, squipment,
tabigs, chairs, telephones, tollet seats and bed
frames. When using strong cleaners and
disinfecting agarnts, it is always advisable to first
test in an inconspicuous area.  This product may
be vsed In kitchen preparation areas on courntars,
sinks, tables, chairs, thermomseters and
appllances. For surfaces which may come into
contact with food a potable water rinse s required.
This product may-also be used a3 a terminal
sterilant/high level disinfoctant on anmy surface or
Instrument that (1} is introduced directly Into the
human body, either into or in contact with the
blocdstream or normally sterile areas of the body,
or {2} contacts Intact mucous membranes but
which does not ordinarly penetrate the blood
barrier or otherwise enter normmally sterile areas of
the body.

APPLICATION INSTRUCTIONS:

Pull out towelatte from dispenser and wipe surface
o be diginfected with towelatte. Make certain to
wet surface thoroughly. Surface must remain
visibly wot for a full 10 minutes. Use additional
towelettes if needed to assure a 10 minute wet
contact time. For surface which may come into
cantact with food, a potables water rinse is
mquired. Dispose of towetette in regular trash,
SPECIAL INSTRUCTIONS FOR CLEANING AND
DECONTAMINATION AGAINST HIV-1 ON HARD
INANIMATE SURFACES AND/OR OBJECTS
SOILED WITH BLOOD OR BODY FLUIDS:
Persomal Protection: When handling ttems soiled
with blood or bedy fluids, use disposable (atex
gloves, gown, mask and/or eye coverings.
Cleaning Procedures: Blood and body flulds
must be thoroughly ¢leaned from surfaces and
objects bafore application of this product.
Contact Time: Surface must remain vislbly wet
for a full 10 minutes, Use additional towelettes if
needed to assure a 10 minutes wet contact time.
Digposal of Infectious Materials: Blood and
other body flukds should be autoclaved and
disposed of according to federal, state. and local
reguiations for Infectious waste disposal.

No wamrranty, elther expressed or implied, I3 given
1o use contrary to instructions given herein,

PRINT BACK TO BACK & TRIM TO 8.5* X 2.5*
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DEC 0 8 2004

Veridien Corporation o : .
2875 MCI Drive, Suite B '
Pinellas Park, FL 33782

Attention:  Kresti A. Lyddon

Subject: Virahol Hospital Disinfectant Towelette

g ' EPA Registration No. 60142-3 |

. \ Amendment Application Date: November 29, 2004
EPA. Received Date: November 29, 2004

This will acknowledge receipt of your notification, “for alternate brand names”
. submitted under the provisions of FIFRA section 3 (¢ )9. Based onareview of the
material, the following comment apply. . '

. Additional Brand Name

Viraguard Telephone & Keyboard Wipes
This application is acceptable and has been made a part of the records for this file.

( If you have any question concerning this letter, please contact rﬁe at 703-308-6341
or Portia Jenkins at (703) 308-6230. '

Sincerely yours,

Marshall Swindell -

Product Manager 33

Regulatory Management Branch T
Antimicrobials Division (7510C)

"sm. ” — . B
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PA ' =
EPA Form 1320-1A (190) Printed on Recycled Paper OPFICIAL FILE COPY
1.8, Goverrenes Printing Offcs: 1882 — &0-000/40872
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) D Aesubmission in response to Agenoy letwerdated D “Mo Too® Application.

[#se read instryctions on reverse before completing form. Form Approved. OMB No, 2070-0060
o i _ United States Registration | OPF identifier Number
\‘;E:A Environmental Protection Agency Amendment
Washingten, DC 20480 X | Other
Application for Pesticide - Section |
1. Company/Product Numbar 2. EPA Product Manager 3, Proposed Classification
60142-3 - Marshall Swindel! B None U Restricted
4. Company/Product (Name) PMF
Virahol Hospital Surface Dlsmfectant Toweletta 33
6. Name and Address of Applicsnt finclude ZIP Code} 6. Expedited Reveiw. In accordance with FIFRA Section 3(cH3)
Veridien Corporation {b}{i), my product is similar or identical in compaosition.and labeling
2875 MCI Drive, Suite B ta:
Pinellas Park, FL 33782 EPA Reg. No.
D Check /¥ thiz iz & new addrass Product Name
Section - i
U Amendmaent - Explain bslow. Final printad labals in ropsonse to

Agency Isttar dsted

Hotification - Explain below, D Other - Explain below.

Explanation: Use additionsl pagels) if necessary. {For section | and Section I1.)
Notification of Additional Brand Name -- "Viraguard Telephone & Keyboard Wipes"

Section - Il

1. Material This Product Will Ba Packeged In:

Child-Rasistant Packaging | Unit Packaging Watar Sotuble Packaging 2. Typo of Container
Yos ‘ﬂ Yes Yes Metal
Plastic
X , No No H No _ Gless
i "Yea* No. per If *Yas" No. per X Paper
| * Cortification must | ;s Packaging wgl. contsiner | Package wgt container ‘ Other (Spscity)
be submitted 0010z lm |
3. Location of Nat Contents Information 4, Size{s} Retail Containsr 6. Location of Label Directions
X' Label || container 160 individual towelettes
6. Mannor in Which Label is Affixed to Product | ]uﬂ\ow.gl:d L] other
Section - IV
1. Contact Point Compiate items directly below for identification of individus! to be contacted, if necessary, to process this application.}
Name Title Telephone No. {include Ares Code)
Kresti A. Lyddon Agent 651-433-3328
Certification 8. Data Application
! conify that the statemants | have mads on this form and efl sttachmonts thereto ars true, sccurate and coﬂploto. Received
! lckmwlodg that sny knawlinglly falss or misleading statoment may be punishable by fine or imprisonment or (Stampad)

both under coble law.

3. Title
ﬂ W Agent

Kresti A. Lyddon 6 October 2004

EPA Form 8570-1 (Rev. 3-841 Pravious editions ara obsolets. Whits - EPA Fils Copy {oviginai) Yallow - Applicant Copy
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VIRAGUARD®
TELEPHONE & KEYBOARD WIPES
FOR DISINFECTING, CLEANING AND
DEODORIZING HARD, NON-POROUS
ENVIRONMENTAL SURFACES
NON-STAINING
KEEP QUT OF REACH OF CHILDREN

CAUTION
ACTIVE INGREDIENT:
ISOPROFANOL .« e everer TO%
OTHER INGREDIENTS".......

*Does not include the weight of towelksita
EPA Reg. No. 60142-3 EPA Est. No. 81133-CAN-001
NET CONTENTS: 100 Individual Satursted Swabs.

PRECAUTIONARY STATEMENTS

HAZARD TO HUMANS & DOMESTIC ANIMALS
KEEP OUT OF REACH OF CHILDREN
Caution, Causes moderate eye (rritation.
Harmful i inhalad or absorbed through the akin.
Avold contact with eyes, skin, or clothing. Wash
thoroughly with soap and watar aftor handling.
FIRST AID
Have the product container or tabel with you when
calling a polson control center or doctor or going
tor treatment. If in eyes: Hold aye open and rinse
slowty and gently with water for 15-20 minutes.
Remove contact lenses, if prosent, after the first 5
minutes, then continue rinsing the aye.
Call a palson control center or doctor for further
treatment and advice. If on skin or clething: Take
off contaminated clothing. Rinse skin with plenty
of water for 15-20 minutes. Call a poison control
center or dector for further tragtment and advice.
If inhaled: Move person to fresh alr. If person is
not breathing, call 811 or an ambulance, then give
artificial respiration, preferably mouth-to-mouth, if
possible. Call a poison controi center or dotior
for further treatment and advice,
PHYSICAL OR CHEMICAL HAZARDS:
Flammable. Keep away from heat. sparks and
open flame.
STORAGE AND DISPOSAL: Do not eontaminate
water, food, or feed by storage and disposal,
PESTICIDE STORAGE: Stom in a cool, dry place,
at room temperature.
CONTAINER DISPOSAL: Discand empty
cormtalner In trash.
PESTICIDE DISPOSAL: Discard used towelettes
and empty package in regular trash.

Veridien Corporation
2875 MC1 Drive, Suite B
Pinellas Park, FL 337826105
1-800-345-5444

EFFECTIVE AGAINST
A BROAD RANGE OF PATHOGENS

TUBERCULOCIDAL: Mycobacterium bovis (BCG)
BACYERICIDAL: Staphylococcus aureus (MRSA),
ATCC#33581; Vancomycin-rasistant Emterococcus
faecium (VRE), ATCC#51558; Streptococcus
pyogenas, ATCCH19815; Pasudomonas
aeruginasa, ATCC#15442; Staphylococtus aureus,
ATCC#6538; Saimonalla chaleragsuls,
ATCC#10708; Escherichia coli, ATCC#11229,
FUNGICIDAL: Trichophylon mentagrophytas,
ATCC#5533; VIRUCIDAL: Herpes simplex type 1,

ATCCEVR260; HIV-1 (AIDS Virus) Inactivates HIV-1
on precleancd environmental surfaces and objects
previously solled with biood or body fiulds in
healthcare settings or other settings in which thene
i3 an axpected likslihood of soilng of Inanimate
surfaces or objects with blond or body fluids, and
in which the surfaces and objects lkely to be
Soiled with blood or body fluids can be axsociated
with the potential for transmission of Human
immunodeficiency Virus (HN-1) (AIDS virus),
DIRECTIONS FOR USE:

It is a violation of Federal Law 1o use this product
In a manner Inconsistent with its labeling.

FOR DISINFECTING, CLEANING AND
DECDCRIZING HARD, NON-POROLS
SURFACES:

GENERAL INFORMATION:

An affective disinfectant and deodorant toweletta
for hospitats, clinies, madical and dental offices,
laboratories, industrial clean rooms, nursing
homes, ambulances, veterinary offices, hotels,
restaurants, schools, professional salons and
health spas. This product ks designed for effectiva
cleaning, disinfecting and deodorizing of hard
non-porous, inanimate surfaces such as walls,
gink tops, stainiess steel surfaces. aquipmient,
tablos, chairs, telephones, toliet seats and bed
frames. When using strong claaners and
disinfacting agents, it Is always advisable to first
test in an inconsplcuous area, This product may
be used in kitchen preparation areas on counters,
sinks, tables, chairs, thermomeators and
appliances. For surfaces which may come into
contact with food a potable water rinse is required,
This product may also be used as a terminal
stevilant/high level disinfectant on any surtace or
Instrument that {1} is introduced dirctly into the
human body, otther into or in contact with the
bloodstream or normally sterile areas of the body,
of (2) contacts intact mucous membranes but
which does not ordinarily penetrate the blood
barrier or otherwise enter normally sterile areas of
the body.

APPLICATION INSTRUCTIONS:

Pull out towelette from dispenser and wipe surface
o be disinfected with towelette. Make certain to
wet surface thoroughly. Surface must remain
vislbly wet for a full 10 minutes. Use additional
towelettes if needed to assure a 10 minute wet
cortact ime. For surface which may come into
contact with food, a potable wator rinse Is
required. Dispose of toweiete in regular trash.
SPECIAL INSTRUCTIONS FOR CLEANING AND
DECONTAMINATION AGAINST HIV-1 ON HARD
INANIMATE SURFACES AND/OR OBJECTS
SOILED WITH BLOOD OR BODY FLUIDS:

Personal Protection. When handling items solle
with blood or body flulds, use disposable iatex
gloves, gown, mask and/or eye coverings.
Cleaning Procedures: Biocod and body flulds
must be thoroughly cleaned from surfaces and
objects befom application of thia product.
Comtact Time: Surface must remain vistbhly wet
for a full 10 minurtes. Use additional towelattes if
noedod to essure a 10 minutes wet contact time,
Disposal of Infecticus Materials: Blood and
other body fluids should be autoclaved and
dispased of according to faderal, state, and local
regulations for Infectious waste disposal,

No wamanty, elther expressed or implied, is given
10 use contrary to instructions given herein.

PRINT BACK TO BACK & TRIMTO B.5° X 2.5"
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