SEP 3 e

Mr. Said I. Raziq
Wexford Labs, Inc.

325 Leffingwell Avenue
Kirkwood, MO 63122

Dear Mr. Raziq:

Subject: WEX-CEL
EPA Registration No. 34810-6
PHENEX-CEL
EPA Registration No. 34810-16
Your Amendments Dated April 29, 1992

This is in response to your amendments of the above date requesting
to add a label claim of effectivemess against HIV-1 ((AIDS Virus) in 400
ppm hard witer and 5% blood serum at a contact time of 1 minute.

The submitted virucidail data meet the efficacy requirements in
support of these products effectiveness against HIV-1 (AIDS virus) when
used on hard, nonporous, inanimate surfaces in the presence of a moderate
amount of organic soil (fetal S5X-bovine serum) when used at a dilution of
1:128 in 418.5 ppm of hard water for a contact time of 1.0 minute at room
temperature (20-25 °C).

The labelings referred to above, submitted in connection with
registration under the Federal Insecticide, Fungicide, and Rodenticide
Act, as amended, are acceptable subject to the comments listed below.
Stamped copies are enclosed for your records. Five copies of the finished
labeling must be submitted before you release the product for shipment
bearing the amendment labeling.

1. WEX-CEL, EPA Registration No. 34810-6

a. Under the directions for use and right panel, the wording
", . .WEX-CFEL KILLS HIV ON PRE-CLEANED . . ." must be revised
to read ". . . WEX-CEL KILLS HIV-1 ON PRE-CLEANED . . . ."
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b. The ingredients "Sodium Dodecyl benzene sulfonate and
Tetrasodium ethylenediamine tetracetate" must be removed from
the active ingredient listings and added to the inert
ingredient listings.

2, PHENEX-CEL, EPA Registration No. 34810-16

- Under the directions for use and upper right back panel, the
wording "PHENEX-Cel KILLS HIV ON PRE-CLEANEL . . ." must be
revised to read "PRENEX-CEL KILLS HIV-1 ON PRE-CLEANED

1.}

If you have any further questions, please contact Ms. Barbara
Pringle at (703) 305-6484.

Sincerely yours,

@ Douglas

Product Manager (32)
Antimicrobial Program Branch
Registration Division (H7505C)

Enclosures




WEX-CEL

CONCENTRATED GERMICIDAL DETERGENT
CLEANS -- DISINFECTS -- DEODORIZES

GERMICIDAL, PSEUDOMONACIDAL, TUBERCULOCIDAL,

FUNGICIDAL and VIRUCIDAL*
In soft or hard water, (AO.AC. 400 pprr Hardness as Calcium Carbonate)

ACTIVE INGREDIENTS:

Sodium ontho-Phenylphenale ..........ceicencciescssienernnees 6.49%

Sodium onho-Benzyl-para-Chlorophena‘i;" .................. 6.50%

Sodium Dodecyl Benzene Sulfonate .........cceceveveeeccrercrerneners 160%
Tetrasodium Etnylenediamine Tetraacetate .........cccoceevnrieens 1.21%

INERT INGREDIENTS: ......ccoememsmmiscsssessessmssssessscssses

EPA REGISTRATION NO. 34810-6

DANGER: KEEP OUT OF REACH OF CHILDREN

see rear panel for additional precautionary and first aid statements.

Wexford Labs, Inc.

325 Leffingwell Avenue

E BY MAINTENANCE PERSONNEL ONLY
e_:us: Ons U.S. Gallon

Kirkwood, Missouri 63122

GERMICIDAL QUALIFICATIONS:
[ 0.AC. Py. asrugincaa, 5. aureus, 5. choleraesus) in the pin

TUBERCULOCIDAL ACTIVITY TEST:
[A-OAC, M. Tubercidosis} in Ihe presence of £00 ppm wales h

FUNGICIDAL TEST:

(AO.AC. Trichophyton maniagrophytes) in the presence of 40
VIRUCIDAL ACTIVITY TEST:

*influenza A2, Herpes Simplax, Adenowhns Type 8, and Vac
Confimalion} in ithe presence ol 400 ppm waler haudr
in the presence of 402 ppm hardness as Calcium Carbonale a

PRECALTIONARY STATEN
HAZARD TO HUMANS AND DOMESTIC ANIMALS. DANGE
Conosive, Causes eye SATAQE AN S8vaie SKin iritation, Avoi
i eyes, on tvin, of on clolhing. Protect eyes and skin when han
i swadowed_ Avo:d contamination of food,
STATEMENT OF PRACTICAL TREATMENT: In case of cont
with plenty of waler for at least 15 minutex. For eyss call
contamingled cicthing before reuse. ¥ swalowed, dink promp
alcohol and cal & physician.
NOTE YO PHYSICIAN: Probasie fmuscosal damage may contr
Heasuies Againg! Circuialony shock, respiralory depression an

STORAGE AND DISPOS
D¢ nol contamina‘e water, food of feed by sictege o dupesa
no! reute empty containes. Triple nrse (o equivalent), then of
of dspose of i & sanitaty landlil or by incinaration, 1 aliow
Consutt federal, sale of otal disposal authoriiss lor spprove

FOR DISINFECTION IN FOOD PROC|
WEX-CEL 1 suitable for claaning flooms, walls and equipmentin
plants at 1:128 ditution. Cover ot te. «ove afl tood packaging
Saturale all gurfaces with the use-dilutien. Scrut 10 loosen all
Tharoughly tinse all wetied and cleaned surfaces wilh polable

OEST ATATLABIE 63




WEX-CEL

CONCENTRATED GERMICIDAL DETERGENT

WEX-CEL is used for cleaning, disinfecting and deodorizing floors, walls
and other similar hard surfaces. Especially suited for use in Operating
Rooms, Intensive Care, Nurseries, Emergency Areas, Patient Rooms and
Rest Rooms.

WEX-CEL is a synthetic germicidat detergent with broad spectrurn kili of
both gram positive and gram negative microorganisms. It is an excellent
cleaner which dilutes clear (1:128) in sott or hard water up to 400 ppm
hardness, contains biodegradable detergents and is phosphate free.
CO NOT MIX WITH OTHER CLEANERS.

DIRECTIONS FOR USE

1t is a violation of Federal Law to use this product in a manrer inconsistent
with its labeling.

For all disinfection, inclucng hospital and health-care facilities, schools,
and nursing homes, use WEX-CEL at a dilution of 1 cunce per galion of
water {37 walls, floors, bathroom fixiures, surgical instruments, stainless
steel, chrome, glas- and vinyl. WEX-CELmay be applied with a c'oth, mop,
or brush, or by immarsing equipment to be disinfected. Wet all surfaces
tnoroughly. Allow to remain wet for 10 minutes. Then wipe dry or iet air dry.
Gross filth and heavy soil must be removed before applying cleaning
solution. .

When disinfecting surgical instruments with WEX-CEL these instrumeits
must be preclsaned to remove blood and serous exudatss prior to
immaersion in, of treatment with WEX-CEL. Discard solution when it
becomas dirty and replace with fresh solution,

*WEX-CEL KILLS HIVY ON PRE-CLEANED ENVIRONMENTAL
SURFACES/OBJECTS PREVIOUSLY SCILED WITH BLOOD/BODY
FLUIDS in health care seftings or other settings in whict, thers is an
eaxpected likelihood of seiling 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 ransmission of
humaa immunodeficiency virus type 1 (HIV-1) (associated with AIDS).

SPECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATING
SURFACES/OBJECTS SOILED WITH BLOOD AND BODY FLUIDS
WHICH MAY CONTAIN HIV-1 (A1DS virus). PERSONAL PROTECTION:
Wear dispcsable rubber or fatex gloves, gowns, face masks or eys
coverings as  uropriate, when performing manual cleaning cf these
surfaces. Cor.act Tima: Leave surfaces wetl for 1 minute. This contact
time will nct contral other common types of viruses and bacteria,
CLEANING PROCEDURE: WEX-CEL solution may be used to remove and
clean blood and other body fluids from surface and objects bafore
disinfection. For lightly soiied areas wipe off visual soil/clean with
WEX-CEL solution, and disinfect surface with a second application of the
WEX-CEL soiution. For large spills the contaminated area should be
flooded with the WEX-CEL solution pefore cleaning, then decontaminated
with fresh WEX.CEL solution.

CISPOSAL OF INFECTIOUS MATERIAL: Biood and other body fluids
should be autoclaved and disposed of according to Federal, State, and
local reguiations for infectious waste disposal.

Wexford Labs, Inc.

EPA ESTABLISHMENT NUMBER 34810-MO-1

BEST AVAILABLE CoPY)
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