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OFFICE OF
PREVENTION, PESTICIDES
AND TOXIC SUBSTANCES

August 19, 1887

Mr. Michael G. Sarli, Regulatory Specialist
Steris Corporation -

Post Office Box 147

St. Louis, MO 63166

Dear Mr. Sarli:

Subject: Proposed Minor Label Change
"Vesphene IXIge" : .
(EPA Reg. No. 1043-87)
Amendment dated July 22, 1597

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

- Revige "As scolution 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, 19987, the product registration will
become subject to cancellation in accordance with the Federal
Insecticide, Fungicide, and Rodenticide Act section &(e).

If you have any question or concerns, please call me at (703)
308-6230, or Killian Swift of my staff at (703) 308-6346. -

Sincerely yours,

rtia M. Jenkins,

Acting Product Manager 34
Regulatory Mgmt. II
Antimicrobial. Did. (7510W)

Enclosure




PRECAUTIONARY STATEMENTS

HAZARD TO HUMANS AND DOMESTIC ANIMALS: Conrosive; Causes eye and skiny
demage, Do not g5t in eyes, on skin or on cloting. Wear gosgles or face sbockd and rubber
gloves when hardling, Harmful if swallowed,

STATEMENT OF PRACTICAL TREATMENT: In case of eye confacl, immediately Tush
eyes with waler for 15 minutes and get prompt medical attention. For skin contact, flush
thosoughly with water. Remove and wash conaminated clothing befors reuse. ifswallowed,
prompily drink a large quantity water. Avoid alcohol. Do ot induce vomiting, Call physicizn
imnsedietely. NOTE TO PHYSICIAN: Probablz mucosal damage may contraindicate the
us¢ of gastric lavage. Measures against cireulatory shock, respiratory depression and
coiwulsion may be peeded.

ENVIRONMENTAL IAZARD STATEMENT: Do not discherge eMuent containing this
produet into lakes, streams, pends, esluaries, oceans of other waters undess in eccordance with
the requiretnents of a National Polutant Discharge Elimination System (NPDES) pernit and
the permitting authority has been notified in writing prior to discharge. Do not discherge
effluent containing this product 1o sewver withoul previously notifyiing the local
sewage treatment plant authority, Forguidancc conlact your Slate Water Bowrd or Regional

Office of the EPA.
_DIRECTIONS FOR USE

Itis o vioktion of Federal Law to use this product In a manner inconsistent with its Iabeling.
CLEANING AND DISINFECTING WASHABLE, HARD, NON.FORUS SURFACES:
Add | fl, oz (30 ce) o each measored gallon of water used. Always adhd s produst to pre-
measured water. Thoroughly mix selution until unifonm.  Apply solution with a cloth, sponge,
map of brash Lslng netimal leaning methods, Aftow tidated surfeces 1o soak for 10 minutes.
Titent remove exerss solution with & wiung-out applicator. Remove gross fllh mechanically
by sweeping before cleaning begins. As sohttion becomes dirty, discard end replace with a
fresh one. This is n complete product, (1o ot add other chemieals. I frozen, thaw and re.
mix. Ute ondy a8 directed,
CLEANING AND DISINFECTING WWASHABLE, IIARD, NON-FORUS SURFACKES;
To make a one gaiton {I:128) solution, loosen cap from dispensing chamber, Gently squeeze
bottle Lo fil] maasuring ehamber to the 1 Nuid ounce ¥ine (30 c¢.). Remove cap from ths
dispensing chamber. Pour measured product (concentrate) from the chamber ifito one gallon
premeasured cold water. Apply solution with 2 cloth, sponge, mop, brush or rom spray botlle
using nomal cleaning methods, Treated swrfaces should rermain wet for 10 minutes, Then
remgve excess sotution witlt & wrung-out applicater. Remove gross Gith mechanically by
sweeping Lefors eleaning begins, Discard solution daily o when il becomes dirly and teplace
wilh g frezh solution, This 15 & complete product. Do not add other ehemicals. If Gozen, thaw
end remix, Use only as directed,

SOLUTION TABLE ¥OR CONCENTRATE

Water 1 Gallen 5 Gellons

Concentrate 10. cz. S0 oz

KILLS H1Y ON PRE-CLEANED ENVIRONMENTAL SURFACES/OBIECTS
PREVIQUSLY SGILED WITH BLOOD/BODY FLUIDS in wealth case settings or other
settings In which there is an expected likelihood of soiling ofinanimate susfaces/objects with

Calgon Vestal

VESPHENE®IIse

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

Germicides Fungicides Virucide* 'O'l'_uberculocfde
DeodorizereCleaner®Detergent '

Active Ingredients
o-phenylphenol....eeiis s, 3.09%
p-tertiary amylphenol...........eoecveernrnensirerrer. 7.66%
Inert Ingredients rorenns 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 immediately. See side panel for additional
precautionary statements.

blood or body fluids, and in which the surfaces/objects likely to be seiled with blood mbonccEpTED ' ‘

Duids can be assooiated with the potential for transmission of human imrnunudeﬁmw com”'r S

Type | (HIV-1) (associzted with AIDS).

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATION $8ARISA T atter Dated:

HIV-1 (HUMAN IMMUNODEFICIENCY YIRUS ORt ATDS VIRUS) OF o :
SURFACES/OIIECTS SOILED WITH BLOOLVBODY FLUIDS; l .
Personal Profection: Wear approprisie bermier protection such as latex gloves, masks T CONTENTS i Ga] ‘ !

oF &ye caverings. . 55 G !
Séaolzu; Procedure: Blood m:_ nﬁ; r;ody gculms mlﬁt be mmuttgl!ﬂy cedfder die-Foderal Insecticide, a
jects omapphcahcn‘ fon ofa 1:128 use-selution (| euncs par . -
9, and Rodeniticide Act ag

apply solution as directed in pmmph above,

Contact Tiue: While the HIV-1 virus is insctivated in | inuts, use o -maendedifor the pesticide,

for disinfection of all organisms on this label.
Infectious Materfals Disposal: Blood and other Body fuids should be sutoc!
disposed of Wmdmg—to local regulations for infectious disposal,

" STZ)RAGE “ND DISHPOSAL
PRUHIBFI’ION" D~ ot cormminatewatet, fapd, or fe7d by stofage of disposal, Opan
dummipin) s prohitilec. Donot sus- ety conteiner.

PESTICIDE DISEOSAL: This yesmickdC, its solutiens ¢ rinalngs from emply containers,
should be disposed of in a toilet ot sepvice sink served by a sanitary eewer, of in a landfill
approved for pesticides,

CONTAINER DISPOSAL1 Tripls rinse and deposit in a waste contairer for incineration or in

# 1Bl spproved for pecicids containiats. .
GENERAL: Consult Fed_rL, State, »r-iocal diraosal amthorities forapproved attemative
protednres such e limitew opyp bigning.  ~

e s

tegistered under EPA Reg. No.

~&"7 (Logo) STERIS Corporation

CALGON VESTAL Division
5035 Manchester Avenue
St, Louis, MO 63110 U.S.A.

‘This product represents a germicidal detergent system that is both research-developed and
s1ate of the art technotogy. (tis effective in hard water and in the presence of serum. It has
bean fomiulated a8 4 concentrate to cleon, disinfect and deodotize simubaneously. Use this
product for easy cleaning and disinfacting of al washablke hard, non-porus environmenial
surfaces such as oors, walls, woodwork, bathroom fixtures, equipnsent and fumiture [t may
be used for oleaning and disinfecting chrosne, stainless steel, ollier metal surfaces, porcefaln,
Rlass, tile, washable penlted of vamished surlaces, as well s tesilient viny), asphalt, noleum,
tzmmazzo or other combination type Doors. This preduct is not for us¢ in the neonatal
{newbom) units in hospitals, specifically jsolates and other infant contect surfaces.

This germicidal detergent is intended for use in txstitutions such as hospitals and nursing
homes, industrial plants, schools, medicd and dental offices, phermmaceutical phanils, veterinary
clinics and other indeor argas where disinfeetion. cleaning and deodotizing are & necessity.

This preduct is not to he used as a terminal stecllant/higl level disintectant on any
surface or Instrument that (1) Is introduced directly into the hunian body, either Into or In
conlact with the bleedatream or normally sterlle areax of the body, or (2) confacts Intact
mucous raembranes lrut which does nof ordinarily penetrate ihe blood bartler or
atlierwise enter normally sferlle arcas of the hody, .

GERMICIDAL: Passes A.Q.AC. Germicidal Use-Dilution Method (S. awreus, 5.
cholersesuis, Ps. aeruginesa) when difuted with 400 ppm A.O.A.C. hard water to make 2 1:128
(I ounce per | gallon} solution, in the presence of 5% organic soil (senm), 10 minwtes a1 20°C

BHOAD SPECTRUM DATA! In sddition, the following organisms pass the AO.AC. Use-
Dilution Test in 400 ppm A.0.A.C. hard water at a dilution of 1:128 in the presence of 5%
CERANIs soil (serum), 10 minutes ot 20°C.
Acinelobacter cakianceticus, ATCC 19606
Candida albjcans, Clinicel laolate
Candida parapsilosis, Clinical Isolata
Cittobacler freundii, ATCC 8099
Enlerobacter aerogenss, ATCC 13048
Enterobacter cloneae, ATCC 23355
Escherichin coli, ATCC 25922
Klebsiella pnemmoniee, ATCC 13883
Staphylococcus nureus, (MRSA),
Multiply (Methicillin}-Resistant
Clinical Tsolats
Proteus niimbilis, Clinienl 1solate

Proteus vulgasis, ATCC 13315
Pseudomonas seruginosa, ATCC 27853
Faeudemonas cepacia, ATCC 25416
Salmonells typhi, ATCC 6539
Salmenells typhimurium, ATCC [4028
Serratia marcescens, ATCC 8100
Shigelta flexner, ATCC 17622

Shigeila sonnei, ATCC 25931
Staphylococeus aurens, ATCC 25923
Staplryloroccus epidermidis, ATCC 12278
Streptococcus faecalis, ATCC 19433
Streplocoecus pyogenes, ATCC 196]5

Vesphene Il se s effective in 3 minutes at 20°C agairist Pséudomonas aeniginosa ATCC
13388, according to the A.0,A.C. Use Dilution Test swhen diluted with 400 ppm hard walerto
niake 8 1:64 (2 ounces per gallon) solution, in the presence of 5% added organis soil (serum).

FUNGICIDAL: Pesses A.O AL, Fungicidal Test (T. nientagrophytas) when diuted with |
400 ppm A, A.C, hard water tomake a 1:128 (1 ounce per | gellon) solution, in the presenca
of 5% organic soll (serum), 10 thinutes at 20°C. .

‘TUBERCULOCIDAL: Passes A.0.A.C, Tuberculocids] Test (Myecbacterium tubereulosis,
ver, bovis) when diluted with 400 ppm A O.AC. hard water to make a 1:128 (1 ounce per |
gallon) sohition, in the presence of 5% organlc soil {senzm), 10 minutes at 209C,

*VIRUCIDAL: Passes Virucidal Assay (EPA Proposed Method) [Influenza A, {Japan),
Herpes Simplex Type 2, Vaccinia Vinis, and Adenovinus Type 2, Avian Infectous Bronchitis,
Avian Laryngotracheitis, Avian Mewcastle Disease, and Porcine Pssudorabies], when diluted
with 400 ppmi A.0.AC, hard water 1o imake £ 13128 (| ounce per [ gallon} solution in the
presence of 5% organic sl (serwm} in 10 minutes at 20°C,

When tested by an EPA-spproved Dilution Method, the HIV-1(AIDS) virus, with nddzd 10%
ergnic soil (serum), was completely inactivated by a 1:128 (| ounee per | gallon) sohution fiy
400 ppm A.0.A,C. hard water in 60 seconds at 20-25°C, Although efficacy st | minute
coftael time has been shown to be adequata against HIV-1, this e would nol be sufficient
for other orgariisms. Uts 3 10-miinule sontact tme for disinfection against all of the organisms
claimed.

ODOR CONTROL: It eliminates many cdars by klling odot-causing becteris while
stmuitaneousty chemically neatralizing their offors end keaving a pleasant fragrance.
Classified by Underwriler’s Labomtories, Ino. as b electrival conductivity when used on
conductive Boots and sponfantous heating. Vesphene 11 se - Fog use with listed ekectrically
conducted foosng of the vinyl type. 942P.
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