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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

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 
handling. 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 returned 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. 

Enclosure 

Sincerely, 

~~~ 
~am Heyward 
Product Manager (34) 
Regulatory Management Branch II 
Antimicrobials Division (7510C) 
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IIAZARD TO HUMAJ'"S A.'ll DOMESTIC ANlMALS CorrosIve, Causes eye and 'kin 
damage Do not get in ey.:s, on skin or on clothing Wear goggles or face shield and rubber 
gloves when handling, Harmful ihwallowed. 
(F_r 5 'ilL :siu 111ft IIIrtn- .,.,,) ENVIRONMENTAL HAZARD STATEMENT: Do no( 

discharge effluent tonlaininglbis product into Iab:s, strellJf8, ponds, estuaries, oecans or other 
waters unless in accordance with the requirements of a National. PoUutant Discbarp 
Elimination System (NPDES) permit and the permitting authority has been notified in writing 
prior 10 discharge Do not disebarJe efIIuent tolItainina thiI product 10 sewer S)'SterIw without 
previously notifying the local sewage b'eIlmeQI pIIm authority. For guidmce conta<:t your 
State Water Board or Reilional Office of the EPA 

DIRECTIONS FOR USE 
It is a violation ofFedeaI Law 10 use this product in. nwmer ~ wid! its labeling. 
CLEANING AND DISINFECTING WASHABLE. HARD, NON-PORUS SUJUi'ACi:S: 
Add I fl. oz. (30 cc) 10 each measured pJIoa ofwater used Atways add this product 10 pre
measured water. Thoroughly milt solution until uniform. Apply IOIuticm with • cloth, 'PJIIIC. 
mop or mash using nonnal cleanina methods. Allow treated surfacelto IOIk lOr 10 nDUlCI 
Then remove excess solution with a W'TUIII-out applicator. Remove aroll filth mecbanic:aJIy by 
sweeping before cleanina: begins. Disc:ard JOIurion daily or when it becomEs dirty and replace 
with a fresh solution, This is. tofJlllete product. Do not add other clIancak. Ifli'o~ thaw 
and re-milt, Use CDIy &I directed. 
CLEANING AND DJSINFECTING WASHABLE. HARD, NON·PORUS SURFACES: 
To make a one gaDon (I: 128) solution., loosen eap Ii'om dispaWnt dI8mb!:r. Gently JqUeeze 

bottle to Iill measuring clwnba- 10 the 1 fluid ounee line (30 Q::.). Remove cap from the 
dispensing c::harnb« Pour measured produd. (c:onc:enb'III:e) liurn the chamber into one plIoo 
prcmeasured cold water, Apply solution with • doth, sponge, mop, bNdt OF i'om spay bottle 
using normal cleanin& methods. Trared aur6occ:I should n:main wn for 10 miautes. Then 
remove el(cess solution ..... ith I wnm&-O\II ~or. Remove crou filth me<:bankaIIy by 
sweeping before (;Jeaning begins, ()isQa-d solution daily or when it beeomcs dirty and tqlJace 

with a fresh solution. This is a ~e product. Do not add othatbcmicals. tfli"o~ thaw 
and rernil( Use only as directed 

SOLUTION TABLE FOR CONCENTRATE 

Water 
I """"' '0_ 

C""" .... ,, I fl. <n. 5i1. oz 

KD..LS BIV ON I'JtE.CLI:ANIJ) ENVIRONMENTAL SURFACESIOBJECTS 
PREVIOUSLY SOILED WIlH BLOODIBODY n..ums in heaItb care tettinp OT 0Iber 
settings in which then: is 1ft QPCCted kl:eIibood of soiling of inanimate lID"f"aI:e$Ioh;etts with 
blood 01" body ftuidI, lad in wbida the sur1.eesIobja:u IitcIy to be soiW wah blood or body 
ftuids can be ~ wah the potaItiII fOr ~ of1Nmm ina.AIiiOdr:6ciuiCy viruI 
Type I (HIV-I) (asJOciatcd Mdto AIDS). 
SPECIAL INSTRUCDONS FOR CLEANING AND DECONTAMINATION AGAINST 
mY •• (HUMAN IMMVNODEJ'ICIENCY VIllUS OR AIDS VIRUS) OF 
SURFACESIOBJECTS SOn.m WITH BLOODIBODY FLUIDS: 
P-.lI'rotecdoa: Wear IppI'tIpriIce t.rier protectioa ad _leta aJo-, ~ rmsb 
Of ~ cowriDp. 
CJeaaJac ~ Blood and otbcr body Guida PIll be tborvupIy de.d tom wr&ca 
and ot!;ecu bcfbn: ~ of. 1:121111t-1OJution (I !;JlIlw;e per 1 plkm). rrep.re and apply 
JOIutioa &I directed in pIftCrIIJIb above.. 
C ... tactn.w=: While1he H[V·I viM. ~edin I .naute.,1DC I IlkriDutctollllCl: time 
for diIinfecrioa of all orpoiIa 011 dlillIbd. 
IIIfecdftJ Matcridr DIiIptAI: BkIod and odrIer body IIuidI JbouId be atoeIavuImd 
diIpoIed of ICCOrdinc to kJc:al ......... b inIectiouI di.poAI. 
Fu ........ Iutn.at DecntaldudM prior t. T-auJ a...a.c ud s....u. tf 
SarpaJ ~ .. d ~ tbc n:nxMI ofbcPy IOiIt IIId the deaina orll 
aurfiIca prior 10 appbtioa. ortbis: prodYct. m;uiRd AD inIlnImencJ and devices IDIII be 
tJsorouahIy cleaned 10 remove acca orpaic debria, rinIed and then roup aicd bcfi:Jre 
irmncnioa CJean and rinIe the IumeM ofhl:Jllmv inmumc:nIs bcfbre fiIIiDa wirh IIOIutioa. 
After deanin&. iunehc IfticleI and wet 1I.....r.ce. tIIorwJhIy in I 1: 121101utioR lOr 10 
minuteI. Rne and dry. 
Not iCCOililiClido::d tor JIIUIooIed I&Onp ofialtrumaa. 
Avoid ~ and CQYer, wbere poIIibIe, whea ~ ..... iIIItnmaD. 
Prepare I new solution daily Of ..-ballOJution beona dirty b' dctonuminatinc ~ 
item!ll. 

AMERSE@2 
ONE-STEP IN THE PRESENCE OF SERUM 

GERMICIDAL DETERGENT 

FOR INDUSTRIAL AND INSTITUTIONAL USE ONLY 

Gennicide Fungicide Virucide" Tuberculocide 
Deodorizer Cleaner Detergent 

Active Ingredients 
o-phenylphenol. ....................................... 9.09% 
p-tertiary amylphenol.. ............................. 7 .66% 
Inert Ingredients .................................. 83.25% 
Total 100.00% 

Ifinha1ed 

Ifon skin 
or clothing 

Ifill eyes 

If 
• ...now.d 

KEEP OUT OF REACH OF CHILDREN 
DANGER 
FIRST AID 

-Move penon to fresh air. 
oIfpersoD is not brealhing, call911 or an ambulance, then give 
artificial respiration, preferably by mouth·to--mouth, ifpossible. 
-CaD a poison control center Of doctor for fwther treatment 
advice. 
oTake off contaminated clothing. 
oRinse skin in:mediatelywith plenty of water for 15-20 
minutes. 
-CaD a poison control center or doctor for beatment advice. 
oHoldeye open and rinse slowly and gently with water for IS· 
20 minutes. 
oRetmvw: CQDtact lenses, ifprcseDt. after the first 5 minutes, 
Ibm continue rinsing cbe eye. . 
·CaD. ooison control center Of doctor for 1reatmen1: advice. 
-can poison control centcr or doctor immediately for treatment 
advice . 
oHawpenoosjp. ctass ofwatcrifable to swallow. 
·no DOt induce VOIIitiDc uuk:ss told to do 10 by the poison 
CODtroI center or doctor. 
·DoDOt . DIlUIb 10 an uoconscious persoo. 

HOTIlNE NUMBER 
Have tbc ~ contaiDtr or label with you whcD calliDg • poison comrol 
cemer or doctor, or soiD& fOr trcaImCDt. 

NOTE TO PHYSICIAN 
Probable IIUlOSIl datmge IDly contrUndicate the use of gastric lavage. 

See side panel for additional precautionary statements. 

NET CONTENTS: 

EPA REG. NO. 1043-117 EPA Est. No. 1043-MO-2 ACCE.PTED 
;.< . 
,.",. J JUL 3 0 aJ03 

STERIS Corporation 
7501 Page Avenue 

St. 
Under1he F8deraIlnsecticIde, Fungicide, and 
Rodenticide Act as amended, for the 
pesUcide, regislErod under 
~g.NO. /"'YS-1I7 _~ 

,"is, MO 63133 U.S.A. 

STORAGE A •. :'m UISPOSAL 
PROHIBITIONS: Do not wntaminatc water. food, or reed l'y storil£c Of dIsposal Opcn 
dumping is prohibitcd. Do not reuse e"1lty comainer 
PESTICIDE DISPOSAL: This germicide, it5 sOlullo11S or rinsings from cnvty oontaincr~, 
should be disposed ofin a loil~t or servite sink sc:rved by a sanitary S~Wel", or in a landfill 
approved fOT pcstic:idcs 
CONTAINER DISPOSAL: Triple rinse and deposit in & wIISte contmel" for 1I'Itineratlon or in 
a landfill approved for pesticide contain= 
GENERAL: Consult Federal, State, or lIxai disposal authorities for approved alternative 
procedures IIUth as limitcq open b\u1Iing 

This product rcprcscntn. g~ ~ent ',stem tho.,: is bo~1I rctc:u':'n-d~lcwed and stal~ 
of the art tecl!nology, Ii is c.jlcajve iii hard watCf and in «Ie pres~ of ~eruM l~ has been 
fonrulated as a concentrate to c\ea~, disinfect v"l -Ico<'ri' sirmkan( .usly lJ:;e this product 
for easy cleaning and disinfecting of all washable hard, non-porus environmental surfaces such 
as f100n, walls, woodwork, bathroom fixtures, equipment and finniture It may be used for 
cleaning and disinfecring tbromc, stainless steel other metalsurfaccs, porcelain, glass, tile, 
washable painted or varnished surfaces, L "-el': as '.!I>lient vinil. asphalt, linoleum, terrazzo or 
other coniJination type Boors. "I'bG ~ is not ~ ~e jj;, the .neonatal (newborn) units in 
hospitals, specifica1ly isolates and other inlUt cont"l:",~ 
This germicidal detergent is intended for ~e in ins(tutions $.lc;h;.s hospitals and OUfJing 
h01llCll, industrial pIanu, stbools, mcdlcal :md timt8I offi<:es,-p~tital plants, vetcrinaIy 
clinia and other indoor areas wbere disinketion, cleaning and deodorizing are a nec:es.sity 

Tbb prott.ct is .... lit be IIHd .. a I-m.t .. ern.atildP tliYd dWafKtaat 011 any 
",rface or IDstnameDt tIIat (1) is bltrod.ced dlredly lato die buman body, eitber Into or 
in COlltaet witJI the ltto.odstream or lIormaUy stai&e areas of Ibe body, or (l) Cflntacu 
lalaet macou, mnabJ1Ulles bat wlltcb does Dot onlinarily pendrale the blood barrier or 
otbenrise enter DormaBy nerile un. of the body. 

GERMICIDAL: Passes AO.A.C. GcrmK;ida\ U,c-DiJution Method (S. aureus, S 
cho1eraesuis, Ps aeruginosa) when diluted with 400 ppm A O.A C hard water to make a 1'128 
(I ounce per I gaiJon) solution, in the presence of5% olllanic soil (serum), 10 minutes at 20°C 

BRO,u) SPECTRUM DATA: In 1Iddition, the followmgorganisnB pass the AO.A,C. UK
DIlution Test in 400 ppm A,O,A.C. bard ..... ater at a dilution of I: 128 in the p"c:scnce of 5'Y. 
organic aoiI (serum), 10 ninutes at 20"C 
Acinetobacter c:akoatetitus, ATee 19606 
Caodida aIbican:s, Clinital Isolate 
Candida parapsiIosis, Clillital Isolate 
Citrobact« freundii, A TCC 8090 
Entc:rob&cter acrogc:nes, ATee 13048 
Enterobactc:r cloacae, ATee 23355 
Esthcrichia coli, A TCC 25922 
Klebsiella ~iac, ATCC 13883 
Staphyiococcus IIlIrCU&, (MRSA). 
M~ (McthiciIIin}-Rc:sistant 
amicaI boAce 

Proteus rninbiIia, CIinieaI boI1R 

Proteus vulgaris, ATCC \3315 
Pseudoroonas acruginosa, ATCC 27853 
Pscudom:mas ccplltia, ATCC 25416 
SaJmonellalypb~ ATCC 6539 
Salmonella typhim.uium, A TCC 14028 
Serratia marc:escms, ATCC 8100 
Shigella fIexncri, ATCC 12022 
ShiKcRa Ionnei, ATCC 25931 
Staphylotoccus a\lleUS, A TCC 25923 
StapbyIotoctus epidermidis, A TCC 12228 
StreptOCOtt\IS faetaIis, ATCC 1941l 
Streptoeoc:eus pyogenes, ATCC 19615 

Amcise l iI efl"ectivc in 3 miDula. 20"C apinst PICI.IdorncmM aauainosa ATee 13l11, 
ac:cordiDa: 10 the A.OAC. Use Dilution Test ..... ben diluted 'With 400 ppm bard ..... ater to rmke. 
1:64 (2 _ pa- pilon) solution, itr. the prcscnc:c ofS%. added organic soil (1CI'IIItI) 

IllNGIClDAL: P_ A.O.A.C. f1Im&icicial Test (T. fllCIItapopJIyteI) wbm diluted with 
400 ppm A.O.AC. bard wtIIc:r to make I 1:128 (I ounce per IlaIlon) solution, in the p1"CSCDCe 

of~% orpnic IOiI (serum), 10 minutes It 20"C. 

nJIIERCULOCIDAL: P-. A.O.A.C. Tuberaab:idal Test. ~ tubcn:uloIit. 
var. bovis) wbc:ndUuteddb4OOppmA.O.A.C. hard 'Water 10 make a 1:128 (1 ounce pa-I 
gallon) sokltion, in the prtseQCC of S%. ocpnic: soil (1Ci"IIm), 10 mnlltell at 20"C. 

-VIRUCIDAL: '-Virucidal A-.y (EPA PropoRd Mcrhod) (1D1htenza ~ (J.pa). 
Hapa SiIqHn: Type 2, Vacema VinIa, and Ack:noWui Type 2, Avian lnfmiovs 8ToDc:hitiI, 
Avian Uryn~ AYiaD NCWQISIle Disease. and POfCine Pseudorabies). wben diluted 
with 400 ppm A,O.A.C. hard WalCr to make. I: 128 (I ounce per I gallon) IOlution in tbc 
preICDCC of 5% organic senl (serum) in 10 rPnuId at 20"C 
HWhm lested by III EPA-.pproved Dilution Method, the HIV·I(AlDS) virus, wid! added 10'% 
orpnic: soil (scrwn),""'" ~ inactivated by a I: 128 (I ounce per 1 gallon) solution in 
400 ppm A,O,A.C. hard water in 60 seconds at 2o..25°C. Although effitac:y at I minute 
contact limo:: '- been shown to he ackqualc apinrt mv -I, this time would not be 1Uf6cient 
fOf other organisms Use a IO·minute conlact time for disinfection again:st an oflbe organisrrs 
cJa.UrEd. 

ODOR CONT.ROL: It eliminates ~y odDn by kilIina: odor·c:ausinl t.cteria ..... bile 
liimultaneously cbctnicaIly neutl"alizing their od011 and leaving a pkasant fragrance 
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