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

August 19, 1997 

Mr. Michael G. Sarli, Regulatory Specialist 
Steris Corporation 
Post Office Box 147 
St. Louis, MO 63166 

Dear Mr. Sarli: 

Subject: Proposed Minor Label Change 
"Process Vesphene II STu 
(EPA Reg. No. 1043-115) 

Amendment dated July 22, 1997 

OFFICE OF 
PREVENTION, PESTICIDES 

AND TOXIC SUBSTANCES 

The proposed label revision referred to above, submitted in 
connection with registration under the amended Federallnsecticide, 
Fungicide and Rodenticide Act is acceptable with comments. Our 
comments are as follows: 

1.) Revise "Thoroughly wet all 
cleaned. ", to read as follows: 
be cleaned. 

surfaces all-sUrfaces to be 
Thoroughly wet all surfaces to 

2.) Revise "As solution becomes dirty, discard and replace with a 
fresh one.", to read as follows: Daily discard solution or 
when it becomes dirty and replace~with a fresh one. 

If any revision was made to the subject product label to alter 
it from the approved label, dated February 20, 1997, other than in 
the "Directions For Use" section, as specified in the amendment 
submission dated July 22, 1997, the product registration will 
become subj ect to cancellation in accordance with the Federal 
Insecticide, Fungicide, and Rodenticide Act section 6(e). 
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If you have any question or concerns, please call me at (703) 
308-6230, or Killian Swift of my staff at (703) 308-6346. 

Enclosure~ 

Sincerely yours, 

cg~~9::u~' 
Acting Product Manager 34 
Regulatory Mgmt. II 
Antimicrobial Did. (7510W) 



PUECAllTIONARY STATEMENTS 
HAZARD TO IIUMANS AND DOMEsTIC ANlMALS: Cooos.ivc; CMl$C$ eye and sOOn 
damqc. Do notgd in eyes, on ilin or on cfothing. Weu goggles Of faee .weld end rubber 
groves when handling, Humful ifswallowed. 
STATEMENT OF PRACTICAL TREATMENTllneauofeycCOfllacl irnmedial~Y Oum 
~es with water for 1$ minllles and gd prompt medical attcntlon. For mn coota~ flwh 
thoroughly with water. Remove and waah contlrnina1ed cloIhIng hlIfbte [ewe. IC$we.\1Qwcd, 
promptly drink a luge quantity otwater. Avoid lIkohol 00 not induce vom1ting. Cell a 
phyticilll immediately. NOTE TO PHYSICIAN; Probab(c muco.$2l damage may 
contraindicate !he use orgastric lavage. Measurcs against ci.rciJalory shock, respinrtocy 
deprcstioo and convulsion may be needed. 
KNVIRONMENTAL IlA2ARD STATEMENT: (FotconWners ~ gallons and larger) Do , 
not discharge cfDllen! eontaining tlLis product 11110 laJ.."t5, !1l'nJtU.p0nd5. es.tuaries, oceans or 
other wafers wuess in l.ceot'dancc with Ihe requirements ora Natiotlal PoUUWlt Discharge 
Elimination System (NPOeS) permit and the pttmitting authority Iw b¢¢n notified in writing 
prior to discharge. 00 00\ dischaq:e cmurnt contlining !his product to uwtf syslems without 
prc\1ously notifYing the local UWigC treatment plant authority. Fot' guidance CClnta~1 your 
Stale Water Board or Regional Office of me EPA. 

DIRECTIONS FOR USE 
II ~ B v)olatioo of Federal Law to use this product in I rnamerinconilil=t with its labeling. 
CLEANING AND DISINFECTING WASHABLE, HARD, NON·PORUS SURFACES: 
Add I D. oz.. (30 ee) to each measured gaI10n of water used. Alwa)'3 add this prodOOllo pr~. 
mea.sur~d water. Thoroughly mL'(so!ution until unilhnn. Apply solution with" c1oth,:sponge, 
mop or brush using normal oteani:ng methods. Thorouglt1y W~ all surftces aD. surlilces 10 be 
cleaned. Treated 5U1faus 5houldt~main wet for 10 minutes. Remove excess solution with a 
wrung·out applicator. Remove gnm tiltlimechanicsDy by sweeping b!!fore clcarUng begiru. 
As solution becomes dlrty, d1scatd and ~lace with I fresh one. "J"1ili is a comp}ete product. 
00 not add other chemicals. Iffroz.en, thaw IJldre-mi>.:. ~ only as directed.. 

SOLUTION TABLE FOR CONCENTRATE 

Wllru 1 gatto-n "2 gartons 5 gallont 

ConC"fntrate- In.. ilL "2 n. ot. !In. Of. 

(U For 2 Ol. Foil Packet) 

I\.ILLS IIIV ON PRE-CLEANED ENVlRONMENTALSURFACESJOBJEC"tS 
!'REViOUSLY SOILED WITH BLOODtBODY FLUIDS In health em Jettmgs or other 
settings in which there is an expected likclihood oC$.oiling ofinsnirn8te autffICcsr'objects with 
bIoocI or body Ouids, and in which the surface.sfabjects likely to be soiled with b\oQd orbod)' 
Ouilh can be .t:isoeiated with Ihe potential for tr"8tl5mission of human immunodeficiency view 
1)!pe·1 (HIV.ll (wocialed wlihAIDS). 
SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION AGAINST 
"£V·I (HUMAN 
IMMUNODEFICIENCY VIRUS OR AIDS VIRUS) OF SURFACESIOBJECfS 
SOILED WlTU DLOODJDODY FLUIDS; 
Perr~nal Proftction: Ww tlppropriate b6rriet protection such u latcxgtovcs,!owns, mfisks 
Of qe coverings, 

PROCESS VESPHENE@IIst 
STERll.,E 

ONE-STEP IN THE PRESENCE OF SERUM 
GERMICIDAL DETERGENT 

EPA REG. NO. 1043-115 

FOR INDUSTRIAL AND INSTITUTIONAL USE ONLY 

Gennicidee Fungicidee Virucid6 -e Tuberculocide 
DeodorizereCleanereDetergent 

Active ingredients 
o-phenylphenol.. ........ : ............... " .... 9.09% 
p-tertiary amylphenol.. .... " ...... " .... " 7.66% 
Inert Ingredients ......................... 83.25% 

KEEP OUT OF REACH OF CHILDREN 
DANGER 

STATEMENT OF PRACTICAL TREATMENT 
In case of eye contact, flush with water for 15 minutes. Get 

prompt medical attention. For skin contact, flush with 
water inunediately. See side panel for additional 

precautionary statements. 

Clnntng Prottdure: Blood andot.herbody fluids ntU!t be thoroughly clt:aned fl:om Surf6CU : 
M<!""i«U .. r""ppli""""r."",,,, •. _(,~,,,, ""'''''H"",.M<! STERILE UNLESS PACKAGING IS COMPROMISED 
opply so(UtiOIl as directed in paroguph. above. 
Cont~d tllne: W1ille thc HIV·) ~ /.I wctivated In ) mittute. u!c a IO-minule con.ttreBPl'ED 
for disinfection oraD organism! on !hi!. Illbel. 
Infe-c1fou. Materials DbpOfll): Blood and other body fluids should be autoclawitl!t. CO~ONTENTS 1 G I 
disposed OfiCCOfding to!ocal regulations for infectious dispoul in EPA Letter ~ : a . i 

STORAGE AND DISPOSAL a _ I q _ qn 
PROIllBITIONS: Do not contaminztewater, food,Of feedbyslOf1t!eot~Open . J 
dumping is prohibited. Do not rcw.e empty container. . 
PESTICIDE DISPOSALI Thi8 germicitk.1ts. roIutions orrimifl&. ~ ~ InsectIcld.e, 
shook! be disposed ofin a loikt Oi"leI"\':Icc '~_Ierted by al~tuy lenih~~~ Rodenticide Act as 
Ipproved for jW'Itkidc. C ~ iyn;J1 I 

CONTAINEnjll~~'O;'JALI TrIpto rWo an<ldCpo.[lin a w,,o.to oonta&mel1ded.~ pesticide, 
b,"",m,''''nn.~,ro':'d''''PM""'' .. '''''''''''~ -.. rem.rnrM IUIder EPA Reg. No. (LOGO)STERIS Corporatl'On CENERAb: Coruu:t ]o(al, stale "r fc:kn. ... ~Il.utr.oritics for appro'1!Gllrcnliuvc 

_"",Mot" ,,",,01_"";';" •. - '-'. IOL\-t;)-IIS CALGONVESTALDivision 

5035 Manchester Avenue 

EPA t!!t. No. 104J.MQ.1 
SI. Louis, MO 63110 U.SA 

Calgon Vcstnl 

This product repres.enl.!: I!; germicidal detergent. system that is both~· 
developed.md state oft"he art technology. It is effective in hard water a.:n.d in the. 
presence ofsenun, which hu been fonnulatcd as I concentrate to clean, disinfect 
and deodorize simultaneously. Use thi~ product for W>'J clUning and disinfecting 
of all washable hud, non-pon.ts environmental surfaces ruch AS flOOD, Walls, 
woodwork, bathroom fIXtUreS, ~ipment and furniture. tt may be U!Cd for cleaning. 
and. disinfecting chrome, stainless s~eel, other.metal surfaces, pon:elain, glass, tile, 
washable p!inted orvamished Surface5. as well as resilient vinyl. asphah, linoleum, 
terrazzo or other combination type floorn. 

This germicidal detergent is intended for use on washable, h8(d, nott-porO\l3 
environmental surfaces such 8S floors, walls., counters, tools. carts and other 
equipment in clean rooms, pharmaceutic.1 pla.n~ and in other atea! where anti· 
bacterial control measures are necessary'. 

GERMICIDAL: Passes AO.A.C. GemUcidal Use-Dilution Method (S. auceus, 
S. choler&e$\lis, Ps. aentginosa) when diluted with 400 ppm AO.A.C. hard Mter to 
make a 1 :128 (1 ounce per I gallon) ~Iulion. in the presence of5% organic soil 
(serum). 10 minutes at 2()<,C. 
BROAD·SPECTRUM DATA: In addition. the following organisms pass the 
A.O.A.C. Use·Dilution Test in 400 ppm A.O.A.C. hard water at a dilution of 1:128 
in tl1e presence of5% organic soil (seJUm), 10 minutes at 200c. 
Acinetobacterealcoa~Iicus, ATCC 1%06 Proleus vulgaris, ATCC 13313 
Candida aJbicans, cruucallsdate Pseudomonas &eruginosa, ATCC 27853 
Ctndida pmpsilOsis, Clinict.l J.s.o/1Itc Salmonella !)'phi, ArCC 6539 
Citrobacter freundii,ATCC!09Q SalmoneJ1a typhimurium, ATCC 14028 
Snterobacter aerogenes, ATCC 13048 Serratia marcesccru, A TCC 8100 
£nterobacterclotCae,ATCC 231SS Shigelb Dexneri, ATCC 12022 
Escherichia eoIi, ATCC 25921 Shigella sonne~ ATeC 25931 
Kkbdellapmwnornac, ATee tJ8S3 Sl8phylococcu.s aurcU5, ATCC 25923 
Multiply (Methicillin}R~istant Stapltykxoccu.s epidemticlis, ATCe 12228 
Staphylococew aurCU9, (MRSA). StreptooOccus &~ ATCC 19433 
Clinictd Isolate Streptococcus pyogenes, ATee 19615 
Pfotrus mir!.bIIis, ClirUca! isobM 

FUNGICIDAL: Passes A.O.AC. Fungicidal Test (T. Mentagrophytes) when 
diluted with 400 ppm A.O.A.C, hard Mterto make:" 1 :128 (l ounco per 1 gallon) 
solution, in the presence of5% organic soil (senun), 10 min\ltes at 200c 

TUBERCULOCIDAL: PlS~CS A.D.A.C. TUberculocidal Test (M:yeoba~eriurn 
tuberculosis. V4t'. hovis) when diluted with 400 ppm AO.AC. hard water to mskc a 
1:128 (1 ounce per 1 gallon) solution, in the pte~nce of5%organic soil (serum), 
10 minute!l at 2WC. 

-.Vffi.UCIDAL: Pwes Virucidal Anay (EPA Propo~ed Method) [InfluenZA ~ 
(Japan). Hetpes Simplex T)'pe 2, Vaccinia V~ and Adenovirus Type 2, Avian 
Infec1iOU$ Bronchitis, Avian Laiyngotracheitis, Avia:n Newcastle Diseau;, and 
Porcine Pseudorabies1 when. diluted with 400 ppm A.OAC. hard water to make a 
1:128 (1 ounce per I gallon) solution in the presenceofS% organic soil (SC{1.l.n\) in 
10 minutes at 200c .. 

When tes1ed by an EPA.approved DilutmnMethod, \JheIDV-I(AIOS)viru3, with 
added 10% organic soil (serum), was completely inactivated by a 1:128 (I ounce per 
I gallon) rolutmn in 400 ppm A.O.A.C. hard water in 60 second.! al20·2,S°C. 
Although effie&cy at I minute contact time liM been shown to be adequate against 
HIV-I, this time woold not be sufficient for other organisnu. Use I!; I()..minute 
contact time for disinfection against all of the organi.sms cl4irned. 

ODOR CONTROL: It elimin~\(:. mAl1)' odors by killing odor-eau,ing bp,ctcrill 
while ~imult.aneCMIy chemically neutralizing their oOOn lind leaving a ple/lWJ1 
fra~nce. 

• 

Clwified by Underwriter'. Laboratories. Inc. M to electrical conductivity when l • I 
used on conductive floors and spontaneous heating. \}J 
Proce!! Ve!phcne II 5t ~ For use with listed electrically conducted flooring of the 
vinyl type, 942P. 

~ 

w 


