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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

INC.

325 Leffingwell Avenue

NOV 6 1995

Kirkwood, MO 63122

Attention: Said I. Raziqg
Director of Research

Subject:

The amendment referred to above,

EPA Registration No. 34810-6
MOU Compliance Amendment dated July 31,

Wex-cel Concentrated Germicidal Detergent

1995

submitted in connection

with registration under the Federal Insecticide, Fungicide, and

Rodenticide Act, as amended, will be acceptable provided that you
make the labeling changes listed below before you release the
product for shipment bearing the amended label.

1.

A stamped copy is enclosed for your records.

Under the heading "Virucidal Activity*" remove the

gtatement

" (AOAC Use Dilution Confirmation)".

Remove surgical instruments from the list of surfaces

to be disinfected.

medical devices and must be sterilized.

(5) copies of the final printed label prior to release of the
product for shipment.

If you have any questions concerning this letter, please
contact Wanda Mictchell at (703) 305-6141.

Sincerely,

Ruth G. Douglas
Product Manager (32)
Antimicrobial Program Branch

Registration Division

Surgical ingtruments are critical

Submit five

(7505C)

b*‘

COHCURRENCES
SyMB0L
SURNAME
DATE
EPA Form 1320-1A (1/90) Frinied on Recycled Paper OFFICIAL FILE COPY

v U.5. GOVERNMENT PRINTING OFFICE 1995 . 615-457




i e e Rt S e . et s, PPttt i . ot s+ am L e

WEX-CEL

CONCENTRATED GERMICIDAL DETERGENT
CLEANS -- DISINFECTS ~ DEODORIZES

GERMICIDAL, PSEUDOMORACIDAL, TUBERCULOCIDAL,

FUNGICIDAL and VIRUCIDAL>
In soft or hard water, (A.O.AC. 400 ppm Hardness as Calcium Carbonata)

ACTIVE INGREDIENTS:
Sodium ortho-FPhenyIphenate ..o, iere s e

Sodium ortho-Banzyl-pacs-Chicrophenate
HERT INGREDIENTS: s VUSRS peners

EPA REGISTRATION NG, 348108

KEEP QUT OF REACH OF CHILDREN
DANGER

See tear panet tor additional precautionary snd firet aie! statements,

Wexford L.abs, Inc.

325 Lefingwell Avenue Kirkwood, Missouri 63122

FOR INDUSTRIAL AND INSTITUTIONAL USE ;

Contents: One 118 Gallon {128 FL 0z.} ot 3.785 Liters

Under o)

GERMICIDAL QUALIFICATIONS:

(AOAC Py aeruginoss, & aursys, 8 cnoletdesus) inthe presence

TUBERCULOCIDAL ACTIViTY TEST: "

ADAL 44 tubsreuiokis) in the prasence of 400 ppr waler hardrisss

FUNGICIDAL TEST:
{ROLAC, Tuchapnpon mentagrophiaes) in thy presance of 400 ppm
VIRUCIDAL ACTIVITY TEST:

"infuenza A2, Merpes Simpien, Adenovirue Type 3, ant Vaccinia vi
Confitmation) in the presence of 400 pom waler hargness,
in the prasence of 400 ppm hurdness ss Calzium Carbonete gng A%

PRECAUTIONARY STATEMENT!
HAZARD TO HUMANS AND DOMESTIC ANIMALS. DANGER. Kes
Conosve, Causer ey Camage and asve:y skin inttalion, Avoid preett
in yye, on akin, o7 on cluthing, Protact dyws and aiinwhen handting ¢
#wwalipwed. Avdid coraminstan of foed,
STATEMENT OF PRACTICAL TREATMENT: in cass ot conthe! omm
with pianty of weter for at fasst 1% minuies, £ dyes celf a phys
comaminated clothing heltre rpuse. i swallowed, dink prempily a ta
aiconaol and call & physician,
NOTE TO PHYSICIAN: Probable mucosal damnge may comtthneicl
Masures sgainst cucutatory shock, mspilelory Septession snd cony

STORAGE AND DHSPOSAL

Do not wontaminkte water, food of tead by Borage of daposel. Op
net reuak ey conteinee, Trigte nose jo1 sdquivelent), thea oftar It
ot digpose of in B sanitary laRohl o by incinecation, # alitwed +
Consull fageal, staty or jocal disposel authonities 107 Approwed it

FOR DISINFECTION IN FOOD PROCES
WEX-CEL 5 suitabie for cleaning floors, wallt and equipmantin &t
plenty 81 1:124 diution. Cover of remove 8 lood packaging m
Saturale 8% sustates with the uss-diudian. Borub 16 loosen a1 so
Thotoughly finss i wetied ang cteaned suscey with potable
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WEX-CEL

DIRECTIONS FOR USE
It is a violation of Federai Law to use this product in a manner inconsistent
with its labeling. Do not mix with other cleaners.

WEX-CEL is a synthetic germicidal detargent with broad spectrum kill of
both gram positive and gram negative microorganisms. For all
disinfection, including hospital and health-care {acilities, schools, and
nursing homes, use WEX-CEL at a dilution of 1 ounce per gaillon of water
for walls, floors, bathroorn fixtures, surgical instrurnents, stainlass steel,
chrome, glass and vinyl, WEX-CEL may be applied with a cloth, mop, or
brush, or by immersing equipment to be disinfected. Wet all surfaces
thoroughly. Allow to rec.iain wet for 10 minutes. Then wipe dry or letair dry.
Gross filth and heavy sail must be removed before applying cleaning
solution.

DECONTAMINATION CF CRITICAL OR SEMI-CRITICAL DEVICES
PRIOR TO TERMINAL STERILIZATION/HIGH LEVEL DISINFECTION:
This productis not to be used as a terminal sterilant/high level disinfectant
on any surface or instrument that (1) is introduced directly in10 the human
body, eithar into orin contact with the bloodstream or normally steriie areas
af the body, or (2) contacts intact mucous membranes but which does not
ordinarily penetrate the blood barrier or otherwise anter normaliy sterile
areas of the body. This product may be used to preclean or decontaminate
critical or semi-critical medical devices prior to sterilization ¢ high level
disinfection.

CONCENTRATED GERMICIDAL DETERGENT

*WEX-CEL KILLS HIV-1 ON PRE-CLEANED ENVIRONMENTAL
SURFACES/OBJECTS PREVIOUSLY SOILED WITH BLOQD/BODY
FLUIDS in health care settings or other settings in which there is an
axpected likelihood of soiling of inanimate surfaces/objects with blood or
body fluids, and in which the surface fobjects likely to be soiled with blood
or body fluids can be associated with the potential for transmission of
hurman immuncdeficiency virus type 1 (HiV-1) (aseaciated with AIDS),

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATING
SURFACES/OBJECTS SOILED WITH BLOOD AND BODY FLUIDS
WHICH MAY CONTAIN HIV-1 (AIDS virus), PERSONAL PROTECTION:
Wear disposable rubber or latex gloves, gowns, face masks or eye
coverings as appropriate, when performing manual cleaning of these
surfaces. CONTACT TIME: Leave surfaces wet for 1 minute, This contact
time will not contro! other common types of viruses and bacteria.
CLEANING PROCEDURE: WEX-CEL solution may be used to remove and
tlean blood and other body fluids frem surface and objecs before
disinfection. For lightly soiled areas wipe ¢!f visual soil/clean with
WEX-CEL. solution, and disinfect surface with a secund application of the
WEX-CEL solution. For large spills the contaminated area should be
flooded with the WEX-CEL scluiion before cleaning, then decontaminated
with fresh WEX-CEL solution.

DISPQOSAL OF INFECTICUS MATERIAL: Blood and other body fluids
should Le autoclaved and disposed of according to Federal, State, and
lacal regulations fof infectious waste disposal.

Wexford Labs, Inc.

EPA ESTABLISHMENT NUMBER 34810-MQ-1
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