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July 30, 2003

Mr. Michael G. Sarli
Steris Corp.

P.O. Box 147

St. Louis, MO 63166-0647

Subject: AMERSE® 2
EPA Registration Number 1043-117
Application Dated May 22, 2003
Dear Mr. Sarli:

The following amendment, submitted in connection with registration under section of the
Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended is acceptable for the
following reasons::

Proposed Amendment:

. revised First Aid statement PR Notice 2001-1

General Comments:

1. Add the Signal Word “Danger” to the precautionary statement,
2. Revise the precautionary statement to read as follows:

“DANGER: Corrosive; causes eye and skin damage. Harmful if swallowed or absorbed

through skin or inhaled . Do not get in eyes or on clothing. Wear goggle or face shield

(safety glasses), protective clothing , and chemical resistant rubber gloves when

handiing. Wash thoroughly with soap and water after handling and before eating,
drinking or using tobacco. Remove contaminated clothing and wash before reuse.
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Submit three (3) copies of your final printed labeling bearing the revised labeling. A
copy of the label will be stamped and retumned for your records.

Should you have any questions or comments concerning this letter, please contact me
at (703) 308-6422 or Drusilla Copeland at (703) 308-6224.

Sincerely,

Qs Coadonl

dam Heyward
Product Manager (34)
Regulatory Management Branch Il
Antimicrobials Division (7510C)
Enclosure



HAZARD TO HUMANS AND DOMESTIC ANIMALS: Corrosive, Causes eye and skin
darnage. Do not get in eyes, on skin or on clothing. Wear goggles or face shield and rubber
gloves when handling. Harmful if swallowed.
{Fer 5 gal size and hrger #nly) ENVIRONMENTAL HAZARD STATEMENT: Do not
discharge ¢ffluent containing this product into lakes, streams. ponds, estuarics, om or other
waters unless in accordance with the requi of a National Poll Di
Elirination Systern (NPDES) permit and the permitting mhom;r has been notified in writing
prior to discharge. Do not discharge effluent containing this product to sewer systems without
previously notifying the local sewspe treatment plant authority. For guidance contact your
State Water Board or Regional Office of the EPA.

DIRECTIONS FOR USE
It is a violation of Federal Law 1o use this product in & manner inconsistent with its
CLEANING AND DISINFECTING WASHABLE, HARD, NON-PORUS SURFACES

AMERSE® 2

ONE-STEP IN THE PRESENCE OF SERUM

GERMICIDAL DETERGENT

FOR INDUSTRIAL AND INSTTTUTIONAL USE ONLY

Germicide Fungicide Virucide* Tuberculocide

Deodorizer Cleaner Detergent

STORAGE AND DISPOSAL
PROHIBITIONS: Do not contaminate water, food, or feed Ly storage or disposal. Open
dumping is prohibited. Do not reuse empty container
PESTICIDE DISPOSAL: This germicide, its solutions or rinsings fram ermpty containers,
should be disposed of in a toifet or service sink served by a sanitary sewer, or in a landfit
approved for pesticides
CONTAINER DISPOSAL: Triple ringe and deposil in & wastc container for incineration or in
a landfill approved for pesticide containers.
GENERAL: Consult Federal, Statr, or Local disposal authorities for approved alternative
procedures such as limied open byming

This product rep:sem_n germacidl deteigent s, 5tem that ks boin Teacaren- dmnqpcd and state
of the art technology T is effecive iy i hard wal:r and in the presence of rerum I+ has been
formulated as a 10 cleas, disinfect ard deoc>=z - simultane wsly. e this produet

Add 1l oz {3 ec)to ead1 mezsared gallon of water used  Abways sdd this product to pre- . . for easy cleaning and disinfecting of all washable hard, non-porus environmental surfaces such

d water. Thoroughty mix sobion untd uniform.  Apply solution with a cloth, sponge, Active Ingredlents as floors, walls, woodwork, bathroom fixtures, equipment and furniture. 1t may be used for
op or brush using normal cleaning methods. Aﬂnw treated surfaces 1o soak for 10 mutn o-phenylphenol ________________________________________ 9 .09% cleaning and disinfecting chrome, stainless ueel, athet metal surfaces, porcclain, glass, tile,
Then remove excess solution with a wrung-out app R gross filth mech Ty by

washable painted or vamished surfaces, & v ll as (2vllient vinyl, asphak, linoleum, terrazzo or

sweeping before cleaning begins. Discard solution daily or « when it becomes dirty and uplaoe p-terhary amylpheno].. ........................ 7.66% ather combination type Boors. This prodyct, is not ot upe in the neonatal (newbom) units in
with a fresh solution. This is a complete product Do not add other chemicals. If frozen, thaw I I edient 83.25% hospitals, speuﬁcaﬂysnhesnﬂot}mmﬁmwm*c‘surﬁt"
and re-mix, Use only as directed. nert NEredIents. ............coocivviveie e 83.L2/0 This germicidal detergent is inteaded for ¢ in msClutions s.1ch 35 hospitals and nursing
CLEANING AND DISINFECTING WASHABLE, HARD, NON-PORUS SURFACES: TOtal 100.00% homes, industrial plants, schools, medical and tontal offices, phanmuutu:ai plants, veterinary
Te make 2 one gallon (1:128) sohtion, ioasen cap froem dispensing chember. Gensly squeeze clinics and other indoor areas where disinfoction, cleaning and deodorizing are a necessity.
botlletaﬁ]]mm:hmbututhe 1 ﬂmdmcelm:(mu:) Remove cap from the
hamber Pour d pr ) from the chamber inta one gaflon This product is not te be nsed a3 2 terminal sterliant/high level disinfectant om any
prmmcd cold water. Apply noiutlo‘n with & cloth, sponge, mop, brush or fom spray bertle KEEP OUT OF REACH OF CHILDREN nurface or Instrument that (1) is mtroduced directly inte the human body, tither into or
using normal clearing rethods. Treated surfaces should ramain wet for 10 mizutes. Then DANGER in contact with the blovdstream or normally steribe areas of the body, or {2} contacts
remove excess sohuion with & wrung-out appl R gross filth mechanically intact mucous membranes bat which does not ordinarily pencirate the blood barvier or
sweeping before cleaning begins. Discard solurion daily of when it becomes dinty and replace FIRST AID otherwise enter nonnally sterile areas of the body.
with a fresh solution. This is & complete product. Do not add other chemicals. If frozen, thaw If inhaled sMove person to fresh air.
and remmix. Usc only as directed. R . " : GERMICIDAL: Passes A OA C. Gemcadal Use-Dilution Mcthod (S. aurcus, S.
SOLUTION TABLE FOR CONCENTRATE i person is not breathing, call 911 or an ambulance, then give choleracsuis, Ps. acraginosa) when diluted with 400 ppm A O.A C. hard water to make a 1:128
artificial rFspmtmn. preferably by mouth-to-mouth, if possible. {1 ounce per 1 gailon) solution, in the presence of 5% organic soil (serum), 10 minutes a3 20°C
Water 1 Gallon 5 Gallons +Call a poison control center or doctor for firther reatment
advice. BROAD SPECTRUM DATA: In addition, the following organises pass the AO AC. Use-
Concentrate 18 oz 56 oz Ifonskin | +Take off contaminated clothing. Dilutiots Test in 400 ppm A.0.A.C. hard water a1 2 dilution of 1:128 in the presence of 5%
or clothing | +Rinse skin immediately with plenty of water for 15-20 organic soil (serum), 10 minutes a1 20°C. )
inutes, Acinetobacter calcoaceticus, ATCC 19606 Proteus vulgaris, ATCC 13315
KTLLS HIV ON PRE-CLEANED ENVIRONMENTAL SUIII'ACESIOHEC!S Iunutes. . . Candids albicans, Climical Isolate Pseudomonas acruginosa, ATCC 27853
fRFVK_?USLY SOILED WITH BLOOD/BODY FLUIDS it heahh care settings or other +Call a poison conirol center or doctor for treatment advice. Candida parapsilosis, Clinical Isalate Pscudomonas cepacia, ATCC 25416
settings in which there is an expected Bkelihood of soiling of manimate rurfaces/olbiects with I in eyes +Hold eye open and rinse slowly and gently with water for 15- Citrobacter freundii, ATCC 8090 Salmonella typhi, ATCC 6539
m or b;edy flcids, -ndwn‘lhwn;ll:i- the mﬁ;dohm !ilwlyfm be soiled with blood or body 20 rzimutes. Enterobacter acrogenes, ATCC 13048 Salmanella typhimurium, ATCC 14028
can of haman & virus *Remove contact H . Entercbacter cloacazs, ATCC 23355 Scoiratia marcescens, ATCC 8100
Type | (HIV-1) (mssociated with AIDS). then Ve contx l.emﬂ:'fl L. after the first 5 mumutes, Escherichia coli, ATCC 25922 Shigella flexneri, ATCC 12022
SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST contmus rmsing the eye. . Klebsielta pueumoniaz, ATCC 13883 Shigella sonnei, ATCC 25931
HIV-1 (HUMAN IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF *Call a poison control center of doctor for treatment advice. Staphylococous sureus, (MRSA), Staphylococcus aureus, ATCC 25923
SURFACES/OBJECTS SOILED WITH BLOOD/BODY FLUIDS: It Call poison control center or doctor immediately for treattnent Multiply (Methicillin}-Resé idis, ATCC 12228
Personal Protection: Wesr appropriste beerier protestion such as latex gloves, gowns, masks swallowed | advice. Clinical Isolae SMMATCCINB
OF €Y coverngs. . «Have persou sip a glass of water if able to swallow. Proteus mirabilis, Clinical Isclate Streptococcus pyogenes, ATCC 19615
mewmmm“uwmmm +Do not induce vomiting uzless told to do so by the poison ) o ] . .
and vbyects before spplication of » 1:128 use-solution (1 ounce per 1 gallon). Prepare and apply doc Amesee 2 i effective in 3 minates st 20°C agzinet Preadomonss acruginasa ATCC 13388,
sohution as directed in peragraph sbove. control center or doctor. ) sceonding to the A.O.AC. Use Dikution Test when diuted with 400 ppm hard water to make 3
Contact Time: While the FITV-1 virws i inactivated in | minute, usc 8 10-minute contact time 'mlﬂw 1:64 (2 ounces per gallon) solution, i the presence of 5% added organic soil {serum).

for disinfection of all organisms on this labef.
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Surgical nstruments and Apparates: The removal of heavy soils sad the clesning of sl

HOTLINE NUMBER

Have the product container or label with you when ealling a poison cottrol
center or doctor, or going for treatment.

NOTE TO PHYSICIAN

FUNGICIDAL: Patses A.O.A C. Fungicidal Test (T. mentagrophytes) when dikited with
400 ppm A O.AC. hard water to make 8 1:128 (1 ounce per | gallon} sohution, in the presence
of §% organic soil (serum), 10 minutes at 20°C.

surfaces prior to spplication of this product is required. AD instruments and devices st be T - TUBERCULOCIDAL: Passes A.0.A.C. Tuberculocids! Test (Mycob jum tubercul
thoroughly cleased o remove exoess ongenic debris, rizsed ind then rough dried before Probable mwasal dammge may contraindicate the use of gastric lavage. var. bovis) when diuted with 400 ppm A O.A C. hard water to make a 1:128 (1 ounce per |
immersion. Clean and rinse the umess of hollow instruments before filling with sobation. gallon) solution, in the preseace of % organic soil { ), 10 mi at 20°C.

Aber clesning, sxmezse articies and wet 4l surfisces thoroughly in a 1:128 sobution for 10

See side panel for additional precautionary statements.

*YIRUCIDAL: MVMA—y(EPAthahod)[InﬂmA;(hpu).

Not ded for prok d of instruments. Hespes Simplex Type 2, Vaccinia Virus, and Adcnovius Type 2, Avian Infectious
Avoid spiashing mmd caver, where possibh , when trawporting sofled 0 Avian Laryngotracheitia, Avisn Newcastle Disease, and Porcine Paeudorabies], when died
Prepare & new sohution daily or whes sokition b dirty for d -W NET CONTENTS: wamwl::;uo.a.c.nuummmku1:123(:mpmgauon)mhﬁminme
irerms. presence of 5% crganic soil (senom) in 10 minutes a1 20°C.
HWhen tested by an EPA-approved Dilution Method, the HIV-1{AIDS) virus, with added 10%
EPA REG. NO. 1043-117 EPA Est. No. 1043-MO-2 AC c E P T E D organic soil (serum), was completely inactivated by a 1:128 (1 cunce per 1 gallon) solution in
400 ppm A O.A.C. hard water in 60 seconds a1 20-25°C.  Although efficacy at | minute
contact time hay been shown 1o be sdequate againgt HIV-1, this time would not be sufficiem
k STERIS Corporation for ather organisms. Use 8 10-msnute contact time for disinfection against all of the organisms
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Under the Federal Insecticide, Fungicide, and

7501 Page Avenue
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claimed.

ODOR CONTROL: It eliménates many odors by killing odor-causing bacteria while
simultancously chemically nevtralizing their odors and leaving a pleasam fragrance

Rodenticide Act as amended, for the
pesticide, registerad under (}\]
IEPAReg.No. /o & 3 /77 J ——
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