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Rs. Ruth Trager

Sational Laboratories

Lehn & Pink Products Group
225 Summit Awvenoe
Montvale, NF 07645

Dear Ms. Trager:

Subject:

Amphyl Disinfectant Deodorant Spray
EPA Registration Wo. 675-25
Your Amendment Dated October 9, 19%0

A review of your amendment requssting the addition of wvirwcidical
claims has the following comments.

1.

2.

50928:I:Pringle:32-1:1XEVRIC:1/30/91:2/28/91:EX1EK:1tlcC

he submitted data appear adegquats to support efficacy of the
product as a virucide against FAY (Bepatitis A) on hard non-
porous surfaces in the presence of moderate amount of organic
poil (10% blood serum) wriiluted with a comntact time of 10
mimutes at approximately 23 °C.

The submitted data appear adegquate to support efficacy of the
product as a virucide against Cytomegalovirus and Parainfluensa,
type 2 on hard mon-porous surfaces im the presemce of moderate
amount of organic soil (S% blood serum) undiluted with a contact
tine of 10 minutes at approximately 20 *C.

The submitted data appear adequate to support efficacy of the
product as & bactericide against Staphylococcus aureus, Methi-
cillin and Gentamicin rxesistant on hard non-porous surfaces in
the presence of moderate smownt of organic soil (5% blood serus)
undiluted with a contact time of 10 minutes at approximately

20 °c.
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The labeling referred to sadove, submittad in connectioa with
registration under the Pederal Insecticide, Pungicide, and Rodenticide
Act, as smended, is acceptable. A astamped oOpy is enclosed for your
records. Pive copies of the fimished labeling must be swbmitted before
you release the product for shipmexnt.

If you have any further questions, plesse contact Ms. Barbara Pringle
at (703) 357-0484.

Sincerely yours,

wg

¥Walter C. Prancis

Acting Product Manacer (32)
Antimicrebial Program Branch
Registration Division (H7S05C)

Enclosure
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DISINFECTANT-DEODORANT

eapweered ymder EPA Rog. No,

Ay kS

E.P.A. Reg. No. 675-25

E.P.A. Est. No. 777-IL-1,NJ-2 (See Bottom)

FOR HOSPITAL USE

o Gemicidal o Fungicidal
o Tuberculocidal o VIRUCIDAL*

*See back panel

ACTIVE INGREDIENTS:o-Fhemylphenol . . . . 0.136%
Ethanol . ... . . . 78.500%

m mm: L) Ll Ll - L L4 L] L ] L] - - . 21.3“‘

KEEP OUT OF THE REACH OF CHILIREN

WARNING: SEE BACK PANEL FOR ADDITICNAL PRECAUTIONS

NET WEIGHT 13 oz.




Salwonella paretyphi shigella Sleawri
Salmonella enteritidis Staghyloocooous epidernidis
Protaus nirabilis Staghylocoocus aureus (Penicillin
Eecherichia coli resistant)
Staphylococcus aureus Stapghylocooous moeus (Msthicillin &
Protsus vulgaris gentamicin resistant)
Entercbacter asrogenes Neisseria elongmta
Klsbsialla pnamconise Listeria
Mycobacterium tubearculosis var bovis  Campylobacter
Posxiomcras asruyinosa Serratia saxcescens

putida Stxeptocoocus
Pesudomonas Pyogenes

Aspargillus nigar

Oandida albicens
Trichophyton mentagrophytes Acinstobacter calcoacsticus

Storage: Store in original container in areas inacoessible to small children.
Disposal: Replace cap. Wrap and discard in trash. Do not puncture or
incinerate.

DIRECTIONS FOR USE
It is a violation of Federal law to use this product in a mamer inconsistent
with its labeling.
70 DISINFECT:
1. Thoroughly clean surface prior to application of Amphyl Spray.
2. Hold can upright, 6" to 8" frum surface.
3. Spray surface 2 to 3 seconds until thoroughly wet.
4. Allow to stand ten minutes for effectiveness.
5. Wipe dry with cloth. o
For_tuberculocidal activity, Amphyl Spray is effective in 10 minutes at 20°C.
(68°F.) on surfaces that have been thoroughly cleaned prior to application of
Amphyl Spray.
T0 DBODORIZE:
1. Hold can upright, pointing valve in desired direction.
2. Spray into air 3 to 5 seconds, towards center of roam.
70 PREVENT MILDEW:
Spray surface until moist. Allow to dry on surface and repeat when mildew

growth appears.
DO NOT USE ON POLISHED WOOD FURNITURE OR RAYON FABRICS

NATIONAL LABORATORIES
LEHN & FINK PRODUCTS GROUP
MONTVALE, N.J. 07645
PLANT: TOLEDO, CHIO 43612




AMFHYL. Spray

POWERFUL HOSPITAL SPRAY DISINFECTANT far nonporaus envirommental surfaces such
as:

air duct louvers door hardles dressing carts

bed springs linen carts, haxpers stretcher wheels

toilet seats, urinals clean-up carts bassinets

garbage cans blood pressure sets wheelchairs

VIRICIDAL#4 against Herpes Simplex Types 1 and 2, Influmzahz(Japanaos/S'l),
Influenza B (Hong Kong 5/72), Fhinovirus Type 39, Respiratory Syncytial Virus,
Bchovirus Type 12, mm),mm1,mmz,
Hepatitis A Virus, Parainfluenza Type 2, Cytamsgalovirus, Cenine Parvovirus and
mw:lciccyvim'lypel(ﬂm-l) (AIDS Virus) and Vaccinia.
FUNGICIDAL: Against Trichophyton mentagrophytes (athlete’s foot fungus) on
enviramental surfaces, such as floors, showers, and bathtubs.

*on hard inanimate surfaces.
#*Tested in the presence of 50% whole human blood.

KIT1S HIMAN TMMUNODEFICTENCY VIRUS TYFPE 1 (HIV=-1) (AIDS VIRIS) ON PRECIEANED
ENVIRONMENTAL SURFACES/OBJECTS PREVIOUSLY SOTLED WITH BLOOD/BODY FIUIDS, in
health care settings or other settings in which thare is an expected 1ikelihood
of soiling of inanimate surfaces/cbjects with blood or body fluids, and in which
the surfaces/cbjects likely to be soiled with blood or body fluids can be
associated with the potential for traremission of HIV-1 (associated with AIDS).

SPECTAL INSTRXCTIONS FOR CLEANING AND DEOONTAMINATION AGAINST HIV-1 OF
SURFACES/OBJECTS SOILED WITH BIOOD/BODY FIUIDS.

PERSONAL PROTECTION: When hamling items soiled with hlood or body fluids, use
disposable latex gloves, gowns masks, or eye coverings.

CQEANING FROCEDURES: Blood amd other body fluids must be thoroughly cleaned
from surfaces and abjects befaore application of Amphyl Disinfectant-Decdorant

Spray.
CONTACT TIME: Allow surface to remain wet for 10 minutes.

DISFOSAL OF INFECTIOUS MATERTAIS: Blood and other body fluids should be
meamﬂmmlmmrwmmm

KILIS MOLD AND MILIEW. Drics instantly, leaves no oily film. Repeit

application when new mildew growth appears.
QUICK ACTION DEODORIZER. Removes offensive odors from dressing roows, patient

roams, utility areas.

(EST AVAILABLE tort )




