UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

OFFICE OF
PREVENTION, PESTICIDES AND
TOXIC SUBSTANCES

0CT+ 5 2008

Steptoe & Johnson, LLP, Agent for
ETIH20

c/o 1330 Connecticut Avenue, NW
Washington, DC 20036-1795

Attention: Elizabeth Ann Brown, Ph.D.

Subject: Axen3{
EPA Registration No. 72977-3
Amendment Application Date: July 14, 2006
EPA Received Date: July 14, 2006

The amendment referred to above, submitted in connection with registration under
the Federal Insecticide, Fungictde and Rodenticide Act, as amended, is acceptable.

. Delete the signal word “Caution”
A stamped copy of the label is enclosed for your record.

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

Sincerely,

y A

Marshall Swindell

Product Manager (33)

Regulatory Management Branch [
Antimicrobials Division (7510)

Encioswre
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Axen® 30

Disinfectant, Fungicide & Virucide*

[Disinfects and Deodorizes]
[Restaurants] « [Hospitals] » [Schools] « [Homes] o

[Offices]
Manufactured by  ET1 H2O At_:’ﬁvei ingredient
A Division of Innovative Medical Sfl‘{ef r 0.003%
Services CHric Acid 4.840%
1725 Gillespie Way Other Ingredients 95.157%
Bl Calon, CA 92020 Total 100.000%
EPA REG. No, 72977-3 i . ' )
EPA EST. No. 7997 7-CA-Q01 P Electroiviically generated Silver iONs

KEEP QUT OF REACH OF CHILDREN

NOTE: Bracketed informadion s oplional wording for product specific lubels
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DIRECTIONS FOR USE

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

AXEN® 30 Disinfectant, Fungicidal & Virucida! Spray is a colorless. odorless broad spechum
antimicrobial disinfectont and deodarizer. Proven to kil bacteria, fungus and virses®, AXENG 30
Disinfectant, Fungicidal & Virvcidal Spray shouid be used on non-porous environmental hard
surfaces in Thames], [hospitdis], [nursing] [homes]. [medical and dental clinics], [laboratories],
[ambulance and patient fransfer vehicles). ffuneral homes], [hotels], [restourants], lschools], iday
care faciities], [ofices], [veternary clinics], [animai shalters], Tkennels], [exercise faciifies], [beauty
and barber shopsi, [subways], [trains], [airpianes], [ships], {ousses] and [other public transportation
vehicles], lecker rooms], ikifchens) and [restroarms].

AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray has been formulated to disinfect hard, non-
porous environmental surfaces (painted, glazed tiie, plastic, metal, glass, glazed porcelaing and
objects including [walls], [floors], [counters], [sinks], [extarior toilet suffaces], [cabinetfs], [fubsl.
Ishawers], [doorknobs], [ights switch covers], telephones], [appiances]. [stove fops]. bed frames],
fwheelcnairg], [over-bed tfables], [examinafion tables] and [waste conlainers], [tables], and
[chairs].

[This product] can be used in can be used in [nomes], ischools], [nurseries], [daycare centers],
Iplayrooms]. {playground and/or recreational factities], [washrooms), [Kitchens), [restrooms and/or
bathroors, [schoo! buses].

Use to disinfect the following hard, non-porous surfaces; [children’s toysi, [toys] [toy box(s)], [diaper
pail(s)]. [diager changing table(s)]. [oathroom and/or kitchen counter(s)], [desk(s)]. Iplay fable(s}],
[computer keyboard], {telephone] Idoorknobist, fungle gym{si], [playhouse(s)], [child car sect],
[stroiler{s)]. fcribis)], [playpen(s)], [activity center(s)], {tanning beds];

[FAST], [EASY], [EFFECTIVE]
General informaiion

AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray successiully killed the
following organisms under AOAC profocols (In order to ensure that ali organisms
fisted are killed, you must use the contact times as directed in the Application

inskuclions):

e L Orgainism . KillTime
IPseudomonds geruginosy 30 seconds
1Staphviccocous gureus | 30 seconds
tSalmonella cholergestis | 30 seconds
tisteria monocylogenes | 30 seconds
Vancomycin resistant Enterococcus faecium | 2 minutes
mMethicillin resistant Staphylococcus qureys |} 7 minutes
Fscherchia coli Q157:H7 ! Z minutes
Trichophyion mentagrophytes (Athlete’s Foot Fungus) 10 minytes
FHHIV type 1- Strain HTLY HIB ! 30 seconds
*Herpes Simplex Type 1 VR-733 F(1} Strain 2 I minute
“nfluenza A VR-544, Hong Kong sirain 2 10 minutes
*Rhinovirys R37 VR-1147, Shrain 151-172 10 minutes
*Polio Type 2, VR-1002, Lansing $irain © 10 minutes

[1 Evaiuated in the presence of 5% organic soll]
i7 Bvaluated in the presence of 1% organic soil

KOTE Brocketed Information is opfional wording for product specific labels
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[Fungicidal Activity: AXEN® 30 Disinfectant, Fungicidal & Virucidat Spray is effective against
Trichophyfon mentagrophytes, the Alniete's foof fungus, Use In locker rooms, dressing rooms,
snower and bath areas, and exercise faciifies.]

[Deodorizes: AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray reduces annoving odors causad
by bacteria. Use fo confrel odors in hospitals, nursing homss, public restrooms, animal kennels and
barm stalis, In private homes, use in the Kichen, beathroom, sink rooms and basemenis.]

APPLICATION INSTRUCTIONS
Pra-clecn surfaces prior 1o using this product.

Generat Disinfection:

For general disinfection and control of the bacteria Pseudomonas geruginosa, Sfophylococcus
aureus, Saimonella cholercesuis, Listerio monocytogenes. vancomycin Resisfant Enferococcus
faecium (VRE), Methicilin Resistant Staphylococcus aureus (MRSA} and Escherichia coff 0157:H7
the surface must be completely wei with AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray for 2
minutes. The surface may then be wiped dry with o clean towetl. When used as directed, AXEN®
30™ Disinfectont, Fungicidal & Virucidal Spray provides pratection from  Pseudomonds
aeruginosa, Staphylococcus GUreus and Saimonella choleraesuis up to 24 hours afier initicl
application.

Fungus Conirol: )

For effective control of the fungus Trichophyton mentagrophytes, the surface must be completely
wet with AXEN® 30 Disinfectant, Funglcidal & Virucidal Spray for 10 minutes. The surface may then
be wiped dry with a clean towel. Re-apply when cleaning or when new growth appears.

*Viral Controk
To kil Herpes Simplex Type 1 F{1} Strain influenza A Virus, Hong Kong sirain, Rhinovirus R37 Strain
151-1, Polio Virus Type 2 Lansing Strain the suface must be completely wet with AXEN® 30
Disinfectant, Fungicidal & Virucidal Spray for 10 minutes. The surface ray then be wiped dry with
a clean towel

Kills Hiv.1 on pre-cleaned environmental surfaces/objects previously soited with bleod/body
fluids in heallh care setfings (or other settings in which there is an sxpected likelihood of soiling of
inanimate surfaces/obiects with blood or body fluids, and in which the surfaces/objects likely to
be solled with biood or body fluids can be associoted with the potential for fransmission of Hivi:
instructions for Cleaning ond Deconiamination Against HIV on pre-cleaned environmenial
surfacesfobiects previously soied with biood/body fivids: Personal Profection: When haonding
#erns soiled with blood or body fluids, use appropriate barer protection such as iafex gloves,
gowns, masks or eye coverngs. Cleaning Procedure; Blood and oiher body fluids must be
thoroughly cleaned from surfaces and objects before application of this disinfectant. Conlact
Time: Apply AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray fo area fo pe treated. the
surface raust be completely wet with AXEN® 30 Disinfectant, Fungicidal & Virucidal Spray for 30
seconds. The surace may then be wiped dry with o clean towet, This contact fime will not contral
ol organisms listed on this label. Refer o application instructions for ofher organisms. Disposal of
infectious Materiols: Blocd and other body flids should be autccioved and disposed of
according to federal, state and local regulations for infectious waste disposal,

KEY: The foliowing longuage wil be prinfed on the label of products infended fo bs soid o
health fackities:

his product is not fo be used s 0 sarming! steriant/high level disinfectant on any surface of
instrument that (1] & introduced directly into the human body, either info or I contact with the
human body, either info or in contact with the bloodstrearm, of nommally sterdle areas of the body,
or {2} contacts intoct mucous memisranes but which does not normally penetfrate the bicod
harier or otherwise enter normally stedle areas of the body. This product may be ussd to pre-
clean or decontaminate crifical or semi-crifical medicat devices prior to sterlizofion or high level
disinfection,
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STORAGE AND DISPOSAL

Storage:

Do not contaminate water, food or feed by storage or disposal.

Disposal:

o ot reuse container.  Rinse thoroughly before discarding in frash or
recycling.

IN CASE OF EMERGENCY

Have the product container of lobet with you when calling a poison contfrol center or
doctor, or going for treafment. You may also contact CHEMTREC 1-800-424-9300 for
emergency medical freatment information.
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Additional language for front or back panei

Kills Staphylococcus aureus in 30 seconds?
Kilis Salmonelia choleraesuis in 30 seconds?
Kiils Listeria monocyfogenes in 30 secondst
Kills Pseudomonas aeruginosa in 30 seconds?
Kills germs in 30 seconds?

Kills common household germs
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Kills common household germs inciuding Saimonelia. Stgphyiococcus,

Listeria, and E. coli.

Kills [Salmoneila), [Staphylococcus], [Listeria], and [E. coli].

Kills - Bacteria, Fungus and Virus*

[Kills] [Eliminates] MRSA
{Kills]

iminates] Methicillin Resistant Staph

[Kiiis] [Eliminates] Methicillin Resistant Staphylococcus aureus

[Kills] [Eliminates] VRE
[Kills]
{Kills]
[Kn ts}
[Ki
[
[

Eliminates! HIV

Silver Formula
No dulling residue

Disinfects without bleaching
No harsh chemical smell

Odoriess

Disinfects household surfaces

No Mixing Required

{E
[
[
[Eliminates] Vanocomycin-resistant EnferoCcoccus
[
[
[

is] [Eliminates] Herpes Simpiex Virus
Kilis] [Eliminates] Influenza A Virus
Kills] [Eliminates] Rhinovirus

[Kills] [Eliminates] Polio Virus Type

]
]

Eliminates] Vancomycin resistant Enterococcus faecium
|
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Powered by [Axenchi®] [SDC 2400] [Axenohi Alternate brand name]

For daily use
Patented formula

Use for a [fresh] [nome] [environment] [kitfchen]

Commercial Line
industrial Line
Hospital Line
Consumer Line
Retail Line

Odoban® [Commercial] (use restricied to the frademark owner)

KEY:
*= Refer to viruses

= Refer to organisms controlied with 30 second kili time

Alternate language for the front or back panel

Formulated for] [Hospitality Ervironment] [institutional] [Childcare

Environments] [Medical & Nursing Environment]
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Optional graphics for back of label (graphics are larger here than they will
appear on the label)




