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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

oCT 11 2000

Atr. Michael G. Sarli
Regulatory Specialist
STERIS Corp.

.. Box 147

St. Louis, MO 63166-0147

Dear Mr. Sarli:
Subiject: Etfiicay Review 1 14 Days Holding Period
for Vesphene II SE

EPA Registration Number 1043-87
Your Application Dated April 14, 2000

The submitted confirmatory efficacy data (MRID = 4509989-01) developed
bv the AOAC Use-Dilution Tests Methods is acceptable 1o support the subject
product 14 dav shelf life effectiveness at a dilution of 1:128 in the presence of 5%
sterile horse and 400 ppm of synthetic hard water in 10 minutes at 20° C when
surtaces are thoroughly wetted by the solution and allowed to remain wet for 10
minutes.

The product effectiveness (14 day shelf lifc) was demonstrated against
Staphvlococecus aureus ATCC 6538, Salmonella choleraesuis ATCC 10708, and
Pseudomonas aeruginosa ATCC 15442 under the test conditions indicated above.

The labeling referred to above, submitted in connection with registration under
Federal Insecticide, Fungicide and Rodenticide Act, as amended is acceptable for the
with the following comments:

L. Under the directions for use for the 14 dayv shelf life product, please clarifv or »
provide additional information to whether the 14 dav end solution is as
effective in a dark container or does it matter whether the end use solution
stored in a clear glass storage bottle.
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On the middle right panel and at the end of the statement * This product is
not to be used as a terminal sterilant...” add the following sentence: This
product may be used to preclean or decontaminate critical or semicritical
medical devices prior to sterilization or high level disinfection..”.

Revise the “First Aid Statement” so that it is "f:%mpliance with PR Notice
2000.03. As per the EPA Acute toxicity review dated August 15, 1985, this
product is a tox categorv 1l for the acute oral exposure route. Therefore, the
First Aid Statement must include instructions for acute oral route of exposure.
See PR Notice 2000.03 for appropriate wording and label displav.

Only be one First Aid Statement paragraph on the label is required. Therefore
you must delete the second First Aid Statement paragraph. See PR Notice

2000.03 the appropriate location on the label.

Submit three (3} copies of vour final printed labeling betore vou release the

product for shipment. A stamped copyv of the labeling is enclo<ed for you records.

If you have questions concerning this letter, please contact Drusilia Copeland

at (703) 308-6224.

Sincerely,

Adam Hevward

Product Manager (34

Regulatorv Management Branch 11
Antumicrobials Division (7510C)
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PRECAUTIONARY STATEMENTS
HAYARD TO HUMANS AND DOMESTIC ANIMALS. Corrosive, Causes ey and skin
dartigze Do not gel m eyes, on sk oron clottung. Weat poggles o T shaeld and 1ahiber
gloves when handling Hanmful if swallowed
STATEMENT OF PRACTICAL TREATMENT: In cose of eye contael, uninecliately ush
eyen with waler for 15 minutes wadd get prompt imedical witention: For skin contit, Thist
thatoupidy with water. Remove and wash contarumated clathing betore reuse 1 swallowed,
Prompuy drutk a large quantity water.  Avord alcohol Do net induce vamiting. Call physicvn
unimschately  NOTE TO PHYSICIAN Prohuble mucesal damiige inay ¢oatrmndicate the
use of gastnic lavage. Measures against aiculatory shock, espiralory depression i
convulsion may be needed.
(For 5 gal or larger contalners) ENVIRONMENTAL IIAZARD STATEMENT: Do not
discharge effluent containing this product inte lakes, streams, ponds, estuanes, oceans or other
walers unless in accordance with the requirements of a National Pollutani Discharge
Elimination System (NPDES) perit and the permitting authenty has been notficd m waling
prior to discharge. Do not discharge eMMuent contauung tus produst (6 sewet systcins without
previously notifying the local sewage treatrnent plant suthonty. Fer guidance contact your
Siate Water Board of Regional Office of the FFA
DIRECTIONS FOR USE

it is a violation of Federal Law 1o use thus product m o inanet ingonsistent with us lalieling
CLEANING AND DISINFECTING WASILABLE, LIARD, NON-PORUS SURFACES:
Add Ll oz (30 e¢) to each measured gallon of waler used. Always add this product to pre-
measired water. Thoroughly mix solution unti uniform. Apply solution with a cloth, sponge,
mop or brush using normal cleaning methods. Allow trealed surfaces to soak for 10 minutes
Then remove excess solution with a wrung.oul applicater. Rémove gross filth mechanically
by sweeping before cleaning begins. Discard solution daily or when it becomes dirty and
tace with a fresh solution pared: d {oruse

ife IBE] vied

3 This is a complete product. D¢ not add othet chericals. i
frozen, thaw and re-mnix. Use only as directed.
{For mieasured dose bottle) CLEANING AND DISINFECTING WASHABLE, HARD,
NON-PORUS SURFACES: To make a one gallon (1:128) soluion, loosen cap from
dispensing chamber, Gently squeeze bottle (o Gll measunng chaciber 1 the | Suid ounee bne
(30 cc.). Remove cap from the dispensing chammber. Pour measured product (concentrale)
frons the chariiber into one gallon premeasuredt cold watcr. Apply solution wilh a cloth,
spange, mop, brush or from spray bottle using nopnal cleaning methods, Treated surlaces
shiobld rernain wet for 50 mimses. Then temove axcess solulion with a wnmg-ont applcalor
Remuove gross {ilth mechascally Uy sweeping Lelore cleang begnis Discand selition daily
or when 11 beco irty and replace walh a tresh solution. A praparly pregmrzd selution of
Yasphens Tl it mitfice disinfeciant hak 3:shalf ife of 14 days (ke
lite) when stor il poritamer ity is o spray Loude: This is a complete product. Do
not add other chemicals. If fozen, thaw and retux, Use only as directed.
SOLUTION TABLE VOR CONC.ENTRATE

Water 1 Gallon 5 Gallons

Concentrate tH oz 31 oz

KILLS HIV ON PRE-CLEANED ENVIRONMENTAL SURFACES/OBJECTS
PREVIOUSLY SOILED WITH BLOOIZBODY FLUIDS in health care settings or other
seltings i1 which there is an expecled biketitiood of soiling of inmumate surlacesiolnects wilh
blood of body fluids, and in which the surfacesiolyects Lkely to be soiled with blood or budy
fluids ¢an be associated with the potential for transmission of human immunodeliciency virs
Type | (1IV-1) (associated with AIDS)
SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINS]
111V-1 (HIUMAN IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF
SURFACES/OBIECTS SOILED WITIH BLOOD/BODY FLUIDS:

Personal Pretecthon: Wear appropaale bamier protection such as lalex gloves, gowns itashs
or eye coverings.
Cleaning Procedure: Blood and other body fluids must be thoroughly cleaned from surfaces
and objects before application of a 11128 use-solution (| cunce per 1 gallon). Prepare and
apply solution as directed in paragraph above.

Contaed Thme: While the HIV-1 virus is inactivated in | minute, use a 10-inute contact ame
for disinfection of all organisms on this label.

Enfectious Masrials Disposa’ Blror and other body fiids should be autoclaved and
ms]‘ﬂsuq’:ofacconding to local y2gulatizns for infections disposal.

Fot Intorbie Lns*rurent i)r_-_cnntamgmimg prior to Ter: vart Cheanhng and Sterllizlon of
Surglear Ingruidents an 1 Apparatyis;, The removal of Lizav; soils and the cleatung of all
surfaces prior to applicativn of this pi »duct is required. All insrruments and devices must be
thoroughly cleaned to remove exgess organic debris, rinsed and then rough dried before
wmersion Clean and rinse the lamens of hollew instriments befere flling with solation
Altel clestung, inmerse articles amd wet wll s faces thoroughly ma L1IR solubon for 18
minules. Funseé and rry.

Not recommended fiof prolonged aorage oL nstruments,

Avoid splashing and covir, wiere possit'c when transporting soiled instruments

Prepare a new solutof duly O waen ic'olu.;oﬂ tems cioudy or duty for decontamuaning pre-
cleaned items. b
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VESPHENE® I1se

ONE-STEP IN THE PRESENCE Of SERUM
GERMICIDAL DETERGENT

EPA REG. NO. 1043-87
EPA Est. No. 1043-MO-1

FOR INDUSTRIAL AND
INSTITUTIONAL USE ONLY

Germicideel"ungicide® Virucide* e Tuberculocide
Deodorizer #Cleaner #Detergent

Active Ingredicnts
o-phenylphenol............ $.09%
p-tertiary amylphenol..........ccoo e 7.66%
Inert Ingredients. i, 833.25%

KPP QUT OF REACH OF CHILDREN
DANGER

STATEMENT OF PRACTICAL TREATMENT
Tn case of eye contact, flush with water for 15 minutes. Get
prompt medical attention. [or skin contact, lush with
waler immediately. See side panel for additional
precautionary stalements.
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STORAGE AND DISPOSAL
PROTNBITEONS: Do et contiummate witer, lood, of feod by stotape o dispasal $pen
i is probulnbed §ao el e mply contune
FESTICIBE DISPOSAL: s vk g1s sobtmone op jneange Bttty cotdaners
sl il Ty tlispeoseed of e Wale or seryiee snd sezyerd by aosamntan ower o ksl

approved o postnoles

CONTAINEI IISPOSAL: Fiple ymse and deposit i a wasle contanmen 1os i ictsdion o1
and Bl approved For pesthickle contiimers

ERAL: Consalt Feekeral State, or Lol fhsposal ailinties for agproved alternitas

proceduses sueh as e open g,

This producl represents a germicidal detergent system thal is both resesrch-devefoped and
stale of the art 1echnojogy 1t is effective in hard water and in the presence of serum 11 has
been formulated as a concentrate 1o clean, disinfect and deodonze simultaneously. Use tus
praduct for easy cleang and disinfecting of all washable hard, non-porns etvaronmental
surfaces sneh as oors. walls, woodwork, bathroem fixtures, equupment and finuture 1y
e wsed for cleaning ad dismfecing chrome, stianless stee!, ntlier melal surtaces, porcelan,
s, tile, warshustle punted o viarushed surfaces as well as resihent vinylasplidl, lnolen,
letrazza of othien comtanation type floors Thes product s not for tse inthe neepatal
(newbom) vt m hospaads, specically woltes and olher mfant contact s faces

Tlus genmigidal detergent ts intended fer use in insatutions such as hosprtals and nusuy
homes, industrial plants, schools, medical and dental offices, pharraceutical plants, vetennary
¢linics and other indeo: areas where disinfection, cleaning and deodenzng are a necessity

This produwct is nof to be used as a termiaal sterilanthigh level disinfectant on any
surface or Inxirament 1hat (1) 15 Introduced directly into (lie hunian body, elther Inle or in
contact with the bloodstream or normally sterile areas of ltie body, ar (2) confucts [nlact
mucous membranes bul which does not ordlnarlly penctrate the blood barrler or
otherwize enter normally sterile areas of the bady,

GERMICIDAL: Passes A O A.C. Germicidal Use-Dilution Method (S. aureus, 8
choleraesuis, Ps. acruginosa) when diluied with 400 ppin A.O.A.C hard water to make a 1128
(1 ounce per 1 gallon) suhihon, wi (e presence of 3% orgatue soil iserm, 1 mimules at 207

BHROAD SPRCTIRUM DATA: Iy adrdition, the Rollowing ogansins juss the A O AC Use-
Dilution Test in 460 ppim A O A.C. hazd water at a dilution of 1 128 m the presence of 5%
otganic seil (seram, 10 nettes al 20°C
Acwstobicton celeoaehoss, ATUC 1600
Candida albicans, Cluweal bsolite
Canclida parapsilosis, Clinical lsolale
Citrobacter Freundlin, ATCC ROV
Enlerabacies acropenes, ATCL 1348
Eiverobacter cloncay, ATCC 23355
tachenchia col, ATCC 25922
Klebsiella pneumonae, ATCC 3883
Staphylecaccus aureus, (MRSA ).
Multiply (MethicillnResistant
Clinical 1solate
Proteus mirabilis, Cinical 1solate

Predeus vulpans, ATCC T3S
Pueudomanis seiugmosa, ATCU 2
Paeudomonas cepacia, ATCC 28410
Salmonella 1yphs, ATUL 652
Salmenella typhunrurim, ATCC 14028
Serratia matcescens, ATCC B100
Shigella flexner, ATCC 12022

Shugalls sonnes, ATCC 1493
Siaphylococcus ausens, ATCC 25923
Staphylococcus epidienmdis, ATCC 12228
Streptococeus faecalis, ATCC 19433
Streptococcus pyogenes. ATCC 19615

Vesphene 1 se 15 effechive in 2 nunntes at 20°C against Pseudormonas seniginnsa ATCC
13385, ueoorduy 1o the A O A U Use Dilition Test when diliated with 00 ppm hatd water o
make a 1:64 (2 ounces per gallon) solution, in the presence ol 8% wdided orgarue sl (sennd

FUNGICIDAL: Passes A 0 A C Fungiedal Test (T mentagrophytest when dilited with
400 ppm A.O.A C hard water to make a | 128 ¢1 vunce per | gallong solunon, i the preseie
al 5% organic soil (serum), 10 mnutes at 20°C

TUBERCULOCIDAL: Pusses A.0 A C Tubercocdal Test (hiveobuctenum ubereubass,
var. bovis) when diluted with 400 ppm A O A.C. hard water to make a | 128 (1 ounce pest [
gallen) solution, in the presence of 5% organic soil fserum), 10 minutes at 20°C

*VIRUCEDAL: Passes Virucidal Assay (EPA Proposed Method} {Inlluenza A, (Japan).
Herpes Simplex Type 2, Vaccinia Virus, and Adenovirus Type 2, Avian Infectious Broncluns,
Avian Laryngotracheitis, Avian Newcastle Disease, and Porcine Prendorabies | when dilnted
with 400 ppm A.O A.C. hard water to make a 11128 (1 ounce per | gallon? solutien i the
presence of 5% orgac soil (sevum) in 10 minutes at 20°C

{When tested by an EPA-approved Dilution Method, the Hiv-HAIDS virus, with added 10
organic soit (serum), was completely nactivated by a 1 128 (1 ounce pert | gallon) solution in
400 ppm A O AL hard waler in 60 scecnds af 20-25°C Although efficawy at | nunute
comact lime has been shown 10 be adequate aganst HIV-1. thus tue would not be suffiaent
for ollicr opganusiis Use o 18-0mnite contact ume for disnfecnon aganst all of the organnmm
chumel

ODOR CONTROL: It eliminates many odors by killing odor-cunsug bactena whike
simultaneously chermeally newtralizing thew odors and feaving u pleasan! fragance




