
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

JUN 26 2002 

Mr. Michael G. Sarli 
Regulatory Specialist 
Steris Corp. 
P.O. Box 147 
St. Louis, MO 63166-0647 

Subject: Revised Labeling 
LpH Master Product 
EPA Registration Number 1043-115 
Application Dated May 9, 2002 

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 comments: 

Proposed Amendment 

• revised the First Aid PR Notice 2001-1 
• amend use directions for a 14 day holding period for the end use dilution. 

General Comments 

1. Delete the following statement: 

" .. and other areas where antibacterial control measures are necessary. "This 
statement is too broad. 

2. Delete the statement "other combination type floors" The type of floors must 
specified. 
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3. Revise the precautionary statement to read: 

DANGER: Corrosive. Causes irreversible eye damage. Do not get in eyes or on 
clothing. Wear protective eyewear. Wash hands thoroughly with soap and 
water after handling. Remove contaminated clothing and was clothing before 
reuse. 

4. The ingredient statement must be revised to include the sum of the percentages 
of the active and inert ingredient to read: 

Total. ............................. 100% 

A stamped copy of the accepted labeling is enclosed. Submit three (3) copies of 
your final printed labeling before distributing or selling the product bearing the revised 
labeling. 

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

Enclosure 

Sincerely, 

Ad m Heyward 
P duct Manager (34) 
R gulatory Management Branch II 
Antimicrobials Division (7510C) 



PRECAUTIONARY STATEMENTS 
HAZARD TO HUMANS AND DOMESTIC ANIMALS: Corrosive; Causes eye and 
skin damage. 00 not get in eyes. on skin or on clothing. Wear goggles or face shield 
and rubber gloves when handling. Harmful if swallowed. 
ENVIRONMENTAL HAZARD STATEMENT: (For COntainers 5 gallons and 
larger) 00 not discharge effluent QHlIaining this product into lakes, streams. ponds. 
estuaries. oceans or other watc:n: unless in accordaace with the requirements of a 
National Pollutant Disclw"ge Eliminalion System (NPDES) permit and the permining 
authority has been notified in writiaa prior to Wscharge. 00 not discharge effluent 
containing this product to sewer systems without previously notifying the local sewage 
treatment plam authority. For guidance contact your State Water Board or Regional 
Office of the EPA. 

DIR£CIlONS FOR USE 
It is a violation of Federal Law to use this product in a manner inconsistent with its 
labeling. 
CLEANING AND DISINFECTING WASHABLE. HARD, NON-PORUS 
SURFACES: Add I fl.oz. (30 cc) to each measmed gallon of water used. Always 
add this product to pre-measwcd. water. Thoroughly mix solution until uniform. 
Apply solution with a cloth, sponge. mop or brush usmg normal cleaning methods. 
Thoroughly wet all surl"aces all surfaces to be cleaDed.. Treated surfaces should remain 
wet for 10 minutes. Remove excess soiution with a wrung-out applicator. Remove 
gross filth me<:hani<:aJly by sweepina before dcaning begins. Discard solution daily or 
when it becomes dUty and replace with a fresh solution. A propcriy prepared solution 
of Vesphenc lise intended. for use as a bard surface disinfectant has a shelf life of 14 
days (use life) when stored in a closed container such as a spray bonlo. This is a 
complete product. Do not add other chemicals. Iffroz.en, thaw and re-mix. Use only 
as directed. 

SOLUTION TABLE FOR CONCENTRATE 
Water 1 p.... U2 gaUons 5 gallons 
Concentrate I fl 0lL '"*2 fL oz. 5 fl. oz. 

( •• For 2 oz. Foil Packet) 

KILLS HIV ON PRE-CLEANED ENVIRONMENTAL SURFAC£SJOBJEcrs 
PREVIOUSLY SOILED WITH BLQOD/BODY FLUIDS in health can: settings or 
ocher settings in which there is an expected likelihood of soiling of inanimate 
surfaces/objects with blood or body Ouids. and in which the swfacesiobjects likely to 
be soiled with blood or body fluids can be associated with the potential for 
transmission of human immunodeficiency virus Type I (HIV-I) (associated with 
AIDS). 
SPECIAL INSTRUCTIONS FOR CLEANING AND DECONT AMINA TlON 
AGAINST HIV-l (HUMAN 
IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF SURFACES/OBJECTS 
SOILED WITH BLOODIBODY FLUIDS: 
Personal Protection: Wear appropriate barrier protection such as latex gloves, gowns. 
masks or eye coverings. 
OaDi", Procedure: Blood and otber body fluids must be thoroughly cleaned from 
surfaces and objects before applic:atioa of a I: 128 use-solution (I ounce per 1 gallon). 
Prepare and apply solution as d.irecced in paragraph above. 
ConlaetTime: While the mV-I vinas is inactivated in 1 minute. use a IO-minute 
contact time for disinfection of all orpnisms on this label. 
IDfectious Materials Dispoul: Blood and other body fluids should be autoclaved and 
disposed of according to Ioca1 rquIItions for infectious disposal. 
For IDterim lostrumt:Dt Deco .... iutiOD prior to Terminal Claning a.d 
SteritiutioD of Suflkal lastra_a and Apparatus: "The removal of heavy soils 
and-the cleaning of all surfaces prior to application ormis product is required. All 
instruments and devices must be thoroughly cleaned to remove excess organic debris, 
rinsed and then rough dried before Umnersion. Clean and rinse the lumens of hollow 
instruments before fiUing with solution. After cleaning. immerse articles and wet aU 
sur':lCeS thoroughly in a 1:128 solution for 10 minutes. Rinse and dry. 
Not rclommended for prolonged storage of instruments. 
Avoid splashing and cover, where possible, when tnmspOrting soiled instnutents. 
Prepare a new solution daily or wheo solution turns cloudy or dirty for 
decontaminating pre-c1eancd items. 
This proUuct is not to be used as a lenRinal sterilantlhigh level disinfectant on any 
surface or instrument that (1) is introduced directly into the human body, either imo or 
in COntact with the bloodstream or normally sterile areas of the body. or (2) contacts 
intact mucous membranes but which does not ordinarily pcnetnllc the blood barrier or 
ocherwise enter normally sterile areas of the body. This product may be used to 
preclean or decontaminate critical or semi-critical medical devices prior to sterilization 
or hi2h level disinfection. 

PROCESS VESPHENE@IIst 
STERILE 

ONE-STEP IN THE PRESENCE OF SERUM 
GERMICIDAL DETERGENT 

EPA REG. NO. 1043-115 EPA Est No. 1043-MO-2 

FOR INDUSTRIAL AND INSTITUTIONAL USE ONLY 

Germicide Fungicide Virucide' Tuberculocide 
Deodorizer Cleaner Detergent 

Active Ingredients 
o-phenylphenol. __ ............................. 9.09% 
.p-tertiary amylphenol... ................... 7.66% 
Inert Ingredients......................... 83.25 % 

KEEP OUT OF REACH OF CHILDREN 
DANGER 

eyes 

person to 
-Ifpcrson is not breathing, call911 or an ambulance, then 
give artificial respiration, preferably by mouth-la-mouth, if 
possible. 
-Call a poison control center or doctor for further treatment 

·Rinse skin immediately with plenty of water for 15·20 
minutes. 

wale< 
15-20 minutes. 
-Remove contact lenses, if prescnt. after the first 5 minutes, 
then continue rinsing the eye. 

treabnent advice. 
-Have person sip a glass of water ifable to swallow. 
·00 not induce vomiting unless told to do so by the poison 
control center or doctor. 

STORAGE AND DISPOSAL 
PROHIBITIONS: Do not conlammale waler, food. or feed by ! 

prohibited.. Do not reuse empty container 
pESTICIDE DlSPOSA~ This germi~ttt'soilAnl or riItli. 
disposed of in a toiletocscrviu sink~ asfUr+~. 
pesticides. • •• •• 
CONTAINER DISPOSAL: Triple rinse~ depd'it in l..astc 
a landfill approved for peuicide~.... • 
GENERAL: Consult Ioca1, stale Of" federal disposal authorities 
such as limited. opal burning. 
This product reprc~~ ~germici~1 det~ent. P'lim 
and state of tile art tcifinOlogy. It IS effdve ltiDaid ~ 

serum. which has be!lfifarmulated d a cctcentM~o 1 

SImultaneously. USQIlbi,product for eas~Iealling4UlC 
hard, non-porus envird!unental s~~ as flbors. 
fixtures. equipment and furniture. It may be used for ( 
chrome. stainless steel other metal surfaces. porcelain 
varnished surfaces. as well as resilient vinyl. aspha1t.1 
combination type floors. 
This germicidal detergent is intended for USC on wasru 
environmental surfaces such as floors, walls. counters, 
in clean rooms. pharmaceutical plants and in other arc 
measures are necessary. 

GERMICIDAL: Passes A.O.A.C. Germicidal Use-I 
choleraesuis. Ps. aeruginosa) when diluted with 400 PI 
a 1:128 (I ounce per I gallon) solution, in the prescnc 
minutes at 20"C. 
BROAD SPECTRUM OAT A: In addition. the follol 
A.O.A.C. Usc-Dilution Test in 400 ppm A.O.A.C. w 
the presence of5% organic soil (serum), 10 minutes a 
Acinetobacter caIcoaceticus. ATCC 19606 Proteus vulg 
Candida albicans. Ctinicallsolate ~ 
Candida parapsilosis, Clinical Isolate Salmonelll I 
Cittobact« freundii. ATCC 8090 Salmondla I 
Enlerobacter aeros-. A TCC 13048 SemItia IQaI1 

EnterobaCIer ckMocae. ATeC 23355 Shigella ftc:x 
Escherichia coli, ATCC 25922 SbigeUl son 
Klebsiella pneumonilC, ATCC 13883 Staphylococ 
Muhiply (Methicillin)-Resistanl Stapbylococ 
Staphylot;occus aurCU$. (MRSA), ~ 
Clinical bolate StrqJtococcl 
Proteus mirabilis, Clinical Isolate 

FUNGICIDAL: Passes A.O.A.C. Fungicidal Test r 
with 400 ppm A.O.A.C. hard water to make a 1:128 j 
the presence of5% organic soil (serum), 10 minutes; 

TUBERCULOCIDAL: Passes A.O.A.C. Tubercula 
tuberculosis, var. bovis) when diluted with 4()() ppm 
1:128 (t ounce per I gallon) solution. in the presence 
minutes at 20°C. 

"VIRUCIDAL: Passes Virucidal Assay (EPA Prop< 
(Japan), Herpes Simplex Type 2, Vaccinia Virus, arM 

Infectious Bronchitis, Avian Laryngotracheitis, Avia 
Pseudorabies1, when diluted with 400 ppm AO.A.C 
ounce per I gallon) solution in the presence of 5% 01 

at 20"C. 
When tested by an EPA-apProved Dilution Method, 
added 10% organic soil (serum), was completely ina 
gallon) solution in 400 ppm A.O.A.c. hard water in 

CO "-!-'-":Tl"i-li.fficacy at I minute contact time has been shown to 
!\.1,!t1l:.l'l-l ·line would not be sufficient for other organisms. U 

STERILE UNLESS PACKAGING IS ~OI!1P1\QMt~ateeF.'f""io" agai"" all oflbe o',ani",,-, claimod. 

NET CONTENTS: JUN 2 6 2002 
ODOR -CONTROL: It eliminates many odors by k 
simultaneously chemically neutralizing their odors I 

STERIS CorporaUJidl;r the Federal Insecticide. 
7501 Page Avedil.ngictde. a.-,d Rodenticide Act as 

St Louis. MO 63133arll~zd .. fer the PIO!sticide. . .,J_ 2 _/ / ",_ 
""E!g' .. c3;ec! und&!" EPA Reg. No. / O.~ .,:.; / ~ 


