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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Washington, D.C. 20460 

July 19, 2004 

( Michael G. Sarli 
Senior Regulatory Specialist 
Steris Corporation 
P.O. Box 147 
St. Louis, MO 63166-0147 

Subject: LpH Master Product 
EPA Registration No. 1043-91 
Application Date: April 30, 2004 
EPA Received Date: May 3, 2004 

Dear Mr. Sarli: 

OFFICE OF 
PREVENTION, PESTICIDES 

AND TOXIC SUBSTANCES 

The following amendment, submitted under connection with registration under the 
Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, is acceptable 

with the conditions listed below: 

Proposed Amendment 

• Revised labeling 

Conditions 

Revise the label as follows: 

1. Revise the Precautionary Statements by including the signal word "DANGER" to 
be placed directly proceeding the statement beginning "Corrosive. Causes 

irreversible ... " 
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General Comments 

A stamped copy of the labeling accepted with conditions 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 questions or comments concerning this letter, please contact 
me at 703-308-6422. 

Sincerely, 

fi. S 
Adam Heyward 
Product Manager 34 
Regulatory Management Branch II 
Antimicrobials Division (7510 C) 



PRECAUTIONARY STATEMENTS 
flA7.ARD TO HUMANS AND DOMESTIC ANIMAU; COI'I'OIive Causes irttveniblc ~ 
damagI: CallUS skin burns Harmful if swallowed Do fIOI 8d in eyes, 011 skin Of on cbthina Wr. 
protective cyewear, protective clothi"l and ,Ioves_ Wash hands thorouJbly wilh 1OIp.oo water after 
handlin, R~c contarniftIlcd ciolllina _ wash cloth .. bebc fWIC 

(SCIL erp'pterpacbp .. .,,) n.VIltONMENTAL IIAZA.IlD STATl:MEftT: Donut 
discharJe effluenI mnWnina this procb:t inIo bikes, IlJamJ, ponds, eslUII'ia. _ Of 0Ihes WIlen 
unlns in aceordance wilh the requiremenu of. 1'1 ....... 1'011 __ DiKNrJc E ...... ion S~ 
(NrOES) permit mel the pcrmitlm, ... hority'" bem notified in wriliq; prior 10 _hIrF 00 noC 
discharJe cf1\uent containing Ihis produd 10 _,~~ wilhout previously notifyina die loW 
sewage Iraoll11CfM plan! authority For IUidancc eontIiCt)'DOC Stille Water Board or Rqional OffICe of 
the EPA 

DIRECTIONS FOR USE 
11 is il via_jon of Fedmil LIw 10 '* th. pmdua. ill • JIWIIIeI" incamisu:at wilb .. iIbdin& 
CLEANING AND DISINFECTING WASHABLE, HARD. NON-PORUS SURFACES: To 
malr.c 501uI:ioa, add one.ftalr n 01 (IS "110 ad! pn:-mcasured pilon ofw_ Jnd sently rnd. IIlIIIil 
solution is unilOrm NOT[, Alwl~ add this produd (QlIIII;mtnIC) 10 prc~ wiler. Apply 
solution with a doth.~. co.se spny, mop or bush IISma IICIn'r.t clealina rnnhodl. Alkrw 
In:lilled surfaces to soak b 10 mirwlcs_ TbaI rancm: excess IOkilion willi. wrun&-OU1 appliUIOl' 
As solution becomn diny. disc:ard...d replKc willi. fresh one: Ekrore cleaIair'I tqins. always 
sweep or dust mop _10 ~ cJcancd thorouahIJ. renmYiq In)' JftIIIII fillll. A property pR:I*Cd 
solutioo of Vespbelle 11K inIaIcW. lOr use • a bani. ~ disiarem.. hal a dicit' life of 14 da)'l 

(use life) wbo:II stored ia, closed COIIlaiIIcf 1UCh., spn.y bottlo This is. CCXI1'ktc prodIId. Do not 
""" other dlanieals. Iflfozen. lha.., -.d n:-mill beron:.- Use only as dirl:decL 
ANIMAL HUSBANDRY. ANIMAL RESEARCH. roULTllY. POULTRY HOUSE 
FACILITY CLEANING AND DISINn:CTION: Do not use ill milkina stalls, milkinl ~ or 
milk houses. ReJmve or coYer all food, feedstllffs. JIIICkaI .... mMcNk and livestock Remow: all 
1,lIer. ~ and other debris &urn floors and ..,alls. scnpc: if necessary ~y an !rOUp r.cks. 
feed and .aler wiances Stturae alllllffata .HIt. 1.256 solution. (one half ounce pel' pIlon 
prepared as directed "ve) ~ to Ioosm adhcrint soils. AIIo....- 10""" lOr 10 minutes. then pick 
lip Uf;eSlI.ith a .... I'I1II8--0\11 appIiocator Flush I"eeden and •• ereB with potable .:Mer after 
disinfeaina· Drain all surt"aces, ventilatc: buildings and .110 .... to air ~ belbre \DC or n:housinl: 
animals 
FOGGING AS AN ADJUNCT TO R£GULAR CL£ANING AND DISINFECI1NG: Thil 
prudua may be used in roainl ( .... d mistina) IS an adjunct dlhcr pn:eedinl 01' rollo_ina repllr 
cleaninl and disinfeainc proc;edures in n:sea«:h and IlWlllfadurina facilities. in poultry ~ 
hatdleries. __ inc: ........ imal ~ facilitin, animal ~h fKilities, livestock openIlions, 
velmn.y facilities...os and kennels. UK a 1:256 dilution (Olie-half OUJKC per pilon of _cr). 
Ro:trove all anilNk and ked &om __ 10 be Coged. RcmoYC: alll~ and _ &om 1Uf£ac:a or 
areas JnYeQed by animals Enl>iyan tJOu8hs, racks and other l'eedinl and waav. appliances 
Thorouahly clean aU surfaces Foa the: desired _ 1132 to 64 ~ of_ dilution per 1000 cubic 
feet using equipmenl with an 1UI00000ic timer. Do IIOl remain in traled -. allow:M Ie.! two 
hours after roam, is coqJIdc helbre reaMcrin& foaed -. Bebn: buinI mIIOW: or _ any 
food or pll(;bfina mMeriai ... ith ..... erproaf coverinp T rated surfaces nidi. be IfIocouJbIy 
SCI1Ibbed .... ith LpH Mas'lcr Product:M a 1.256 diluliosl.mrinled with pocabE.....aer heron: reuse 
Do not n:hcIusc liw:stodt or ~Ioy equipment unlit tn:aUnnIl hal dried 
SPECIAL INsntUCTJQNS FOR CLEANING AND DECONTAMINATION AGAINST HIV
t (KUMA!'( IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF SURFACES I oaJECTS 
SOlLED WITH IIJ..OODIBODY n.ums: 
PIt,...1 Proleaion: We- appropriate barrier proaeaion sueh • "a akl-. JOWIIS, ~ or eye 
00 ....... 

Cleanilla mad.,..: Blood and other body flllidl m.tII be tborouahly cleaned Crorn. -uca and 
objects befute 8ppIicllioo ofa 1'256 use-solulion (Olle-half ouncep:r laallon) rrep.e and IIJIPIy 
JOlwion .. directed in ~ tboYC: 
COlitad n.a: While the: HIV-I virus it inactMlcd ill 1 minute, !DC alO-minlltecoallCllime b 
dilinfeaion of all 0fPDiInII 01\ this J.bd 
Inrect-.. Materia .. 0..,...1: Blood and other body fkrick Mould be...aodaved -'disposed of 
IoCCOI1Iint to local rqu .. ions b infeaklu. diIpoaaL 
CLEANIl'fG APm DISINJi'EC'l'lNG FOOD PRErARAT1ON. PItOCISSING PACILITlES 
AND EQUIPMENT: COYel' or n:rm~ all rood IIId fIKbIinI: _aiall RemoYC: a1' poD loill 
Satuntc a1111111'a1:a .... ith!be _-solution (OIIe ...... founce per pIIoa ~. clinctcd Ibove) 
Scrub 10 loosen all toik. Allow 10 iIOIk lOt 10 mialda.!bar, pick lIP aCCSli .,lIdion .ah. WfIInI-ouI 
applicator ThonN&hly rime aU wetted and cleaned rood coaI.:t,..r.:a with potat*_cr 

STORAGE AND DISPOSAL 
PROHOlmoN$: Do IiIOIIXIIIlamI1nate .... alcr. food. or reed by ItCJtIIC or 1IiIpJPI. Open d\IqIin& it 
prohibited Do IIOl _ ~y container 
PESTICmE DISPOSAL: This ~io:k, its IOhIliont Of rinsiap fi'orn ~ COIIlaiMn. mo..5d be 
dISposed of in a toilel or service sink,.:rved by a san..,. sewer. Of in .1-'611 approved b 
pes!K:idelI 
CONTAINER DISPOSAL: Triple rfte.~ bl., .... ;:;tj"' .. erbiDcincntioo Ofina 
landfin approved lOr pmicide conIamen. ; " .. ' -' J. t ) l, 

GENI:R:'~: Consult F~I, SI.e. -r.~! ~~ akcnuIIiYC: protedIIn:a 
such as hml1ed open bumml 
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LpH® 
Master Product 

STERILE 
ONE-STEP GERMICIDAL DETERCENT 

Germicide Fungicide Virucide'Tuberculocide 
Deodorizer Cleaner Detergent 

When diluted with soft or har4 ... ·ater (400 rPM CaCO,) even 
in the presence of organic soil (5% serum) 

EPA REG. NO. 1043-91 EPA Est. No. 1043-MO-I 

FOR AGRICUL TIJRAL. INDUSTRIAL AND 
INSTITUTIONAL USE ONLY 

Active Ingredients: vi I 0 \ 

o-phenylphenol... ...... ul( ....... 7.7% 
p-tertiary amylphenol... ... \~~. 7 .6% 
Inertlngredients: ......... , ....... 84.1"10 
Total ........................... loo.O% 

KEEP OUT OF REACH OF CHILDREN 
DANGER 

°Mave pcI50n 10 
·Ifpenon is not breathing. tall9l1 or an ambuJance, tbcn 
give artificial RSpiration. preferably by roouth-to-mouth, if 
possible. 
oCaUa poison control CCJde1' or doctor for further treatment 

-Rinse skin immediately with plenty of water for I S-20 
minutes. 

oRemove minutes, 

treatment advice. 
·Have person sip a ,lass ofwa1eT ifable 10 swallow. 
·00 not induce vomiting tmless told to do so by the poison 
conbOl center or doctor. 

STERILE UNLESS PACKAGING IS COMPROMISED 

Net Contents: 
STERIS Corporation 
7501 Page Avenue 

a!"\.<.... 

I'J" I/J 4-2,~ '1 ( 
51. Louis,Mo63133 U,S.A, 

This state of the art, non-alkaline, phenolic gennicidal detergent is a sterile, multi~ 
purpose product specifically developed 10 be both hard water and serum effective in a 
concentrated system for use on hard. non-porus critical environmcnl surfaces found in 
aseptic rooms and hoods; air locks; gowning; barrier isolation; process equipment and 
piping systerm. The use-solution is designed 10 clean, disinfect and deodorize in a 
simple one step process. In addition the non-alkaline fomlula remoVC$ soap scum and 
hard waler scale which can harbor bacteria. Use this product on washable hard non
porus cnvironmcnlal surfaces such as floors, walls, counters. tools, carts. and other 
equipment in food processing prep.anation and service facilities. in animal and avian 
husbandry, poultry and feN processing facilities, vcterinary clinics, animal researeh 
facilities. pharmaceuticals. biotechnology. medical device and FDA regulated 
rac1lilies. 

-<]ERMICIDAL.-1nc I :256 (one half ounce per gallon) solution passes the A.O.A.C. 
Germicidal lise-Dilution Test (s. aureus, S. cbolenesuis. Ps. aeruginosa) when diluted 
with 400 ppm A.o.A.C'. hard water, in the presence of S'"/. organic soil (serum). 10 
minutes atl0~C. 

BROAD SPECTRUM DATA: The fo\lowingorganisms also pass the A.O.A.C. Use
Dilution Test in 400 ppm AO.A.C'. hard waler at a dilution of I :256 in the: presence of 
5'"/. organic soil (serum), 10 minutes at 20"('. 

Acinetot.ctcr cak:oacc!icus, A TCC t9b06 
hydrophila. A TCC 7965 
Bordctella avium. ATCC 35086 
C"""kJbactcr jcjuni. ATCC 29428 
Cand>cia albicllll. Clinieallwlale 
Cill'ldida parapsilosis, Clinicallsolale 
Citrobaaer fi-ellndi~ ATCC 8090 
EntcrobacIer acrogenes, A TCC 13048 
Enterol.c:ler cloacae. ATCC 23355 
Escherichia eol~ ATCC 25922 
Klebsiella pneIIrnoniK. A TCC 13883 
Listeria roonocytoamcs, ATce 15313 
MycopboI;ma p1liseplicv.m, ATCe 19610 
Peteun:lla mu!!ocida, A TCe 29977 
Proteus mirabiiis. Clicticallsolale 
Proteus 'III1pris. ATee J3315 

PscIIdornonas KlUlillO$a, A Tee 27853 Anwronas 
~Irmnellaemtrilidis. ATee 13076 
Salmonella sp sera ... pulkmlm, A Tee 19945 
Salmonellalyphi. ATee 6539 
Salmmella Iyphi.....-illm, A TeC 1-40211 
ScrraIia marcncml. ATCC 8100 
Shilella Dexnm, ATee 12022 
Shiac:11a sonne;, ATCC 25931 
Staplly\o(:occus aureus, ATee 25923 
Staphylococcus aureus, (MRSA), 

Muhiply (Methicillin)-Rcsislarrt 
C1inieallsolate 

Siaphylococcus epidermidis, A TCC 12228 
SlfeptowCCUS faecalis. ATeC 19433 
SIf~ pyogcnn, ATCe 19615 
SITepCOCOCCUI sliis. A TCe 43765 

FUNGICIDAL: The I :256 (one half ounce per pilon) solution passes the A.O,A.C. 
Fungicidal Tesl (T. Mentagrophytcs) when diluted with 400 ppm A.O.A.C. hard water, 
in the presence of 5'"/. organic soil (serum). 10 minutes at 20°C 

TUBERCULOCIDAL: The I :256 (one half ounce per gallon) solution passes the 
A.O.A.c' Tubercuklcidal Test (Mycobacterium tuberculosis, var. bovis (BeG» when 
diluted with 400 ppm A.O.A.C. hard water. in the presence of 5'"/. organic soil (serum), 
10 minutes at 10°C. 

"VIRUCIDAL.: A J :256 (one half ounce per gallon) solution passes the Virucidal 
Assay (EPA Proposed Method) against the following on hard inanimate surfaces when 
diluted with 400 ppm A.O.A.C. hard water. in the presence of 5'"/. organic soil (serum). 
in 10 minutes al 10o-lS~C. Influenza A: (Japan). HCTpCs Simplex Type 2. Vaccinia 
Virus, Adenovirus Type 2, Avian Reovirus, Avian Influenza Virus, Newcastle Disease, 
Canine Distemper. Pseudonbies, Infcctious Bronchitis. Porcine Rotavirus, Infectious 
Laryngotracheitis, Transmissible Gastroenteritis. Marek's Disease. 
A 1:64 (2 fl. oz. per gallon) solution passes the Virucidal Assay (EPA Proposed 
Method) against Canine Parvovirus and Infectious Bursal Disease Virus on hard 
inanimate surfaces when diluted with 400 ppm A 0. AC hard water. in the presence of 
5'"/. organic soil (serum) 10 minutes at20~ - 25"c' 
tWhen tested by an EPA-approved Dilution Method. the mV-I(AIDS) virus. with 
added 5'"/. organic soil (serum). was cOff1lletely inactivated by a I :256 (one half ounce 
per gallon) solution in 400 ppm A.O.A.c. hard water in 60 seconds aI20"C, Although 
efficacy at I minuIC contact time has been shown to be adequate against I-DV·I, this 
time would not be sufficient for other organisms. Usc a IO-minute contact time for 
disinfcction against all oflhe organisms claimed. 

~OOR CONTROL.: It eliminates nany odon by killin, odor-causinl bacleria whiie 
simultaneously chemically neutralizing Ihcir odors. u, 
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