RIATE

Mr. Said I. Razigqg
Wexford Labs, Inc.

325 Leffingwell Avenue
Kirkwood, MO 63122

Dear Mr. Razig:

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 effectiveness against HIV-t1 ({(AIDS Virus) in 400
ppm hard water and 5% blood serum at a contact time of 1 minute.

The submitted virucidal 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 5%-bovine serum) when used at a dilution of

1:128 in 412.5 ppm of hard water for a contact time of 1.0 mainute 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-CEL KILLS HIV ON PRE-CLEANED . . ." must be revised
to read ". . . WEX-CEL KILLS HIV-1 ON PRE-CLEANED . . . ."

62977:1:WP50:Pringle:WP32-3:KEVRIC:09/23/92:10/21/92
R:62980:WP50,Pringle:WP32-3:KEVRIC:09/30/92:10/29/92
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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-CLEANED . " must be

revised to read "PHENEX-CEL KILLS HIV-1 ON PRE-CLEANED
"t

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

Sincerely vours,

Z

Ruth G. Douglas

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

Enclosures
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PHENEX-CEL

CONCENTRATED GERMICIDAL DETERGENT

CLEANS o DISINFECTS ¢ DEODORIZES
GERMICIDAL, PSEUDOMONACIDAL, TUBERCULOCIDAL,
FUNGICIDAL AND VIRUCIDAL*

rossftortard azter (AOQAC 400ppm araness 26 Ca o um Zabirate and
CIganmc s 1% serLy;

ACTIVE INGREDIENTS:

o-Phenyiphengl sodium szt

z-Benzyl.p-Chiorcpheral sodium gzt
INERT INGREDIENTS: .

EPAREGISTRATICN ND. 3481035
KEEP OUT OF REACH OF CHILDREN
DANGER

See side panel for agd-t:onal prezatonary staterrents

Wexford Labs, Inc.

325 LeMingwell Avenue Kirkwood, Mssouri 63122

FOR INDUSTRIAL AND INSTITUTIONAL USE
Contents: One U.5. Gallon (128 FI. Ozs )

GERMICIDAL QUALIFICATIONS:
ACTAC 75 at'uzrisn 5 20003, S emoeaesus, nthe o
Zalum Zattara'e anE Bt M

TUBERCULQCICAL ACTIVITY TEST:

LCEC 1 T bea Ty or1me presence 0V 40D oo rgreme
serLT R LT SioT T oLy

FUNGICIDAL TEST:
ATERC Trgmiprytom mertaz IITtes At zoesesce of
it S st

VIRUCIDAL ACTIVITY TEST:

foflecla AT —otg Yooz Tenes S mida T,pe 2, AC#ro
ATARET ose D Lom Tirt et on and <Y DRSS vy
TATTEN M TR - IRIITRE TS Shenetom B

PRECAUTIONARY STATEN
HAZARD TO HUKMANKS AnD DOMESTIC AHIMALS. DANGE
TIUTver Teoaes e, e 03maze g fr e o2t on Auoid BreA'n
TUse grie gt oon Bl R, a3 nwmen hgnairg e
AvnoozeeT tatir 3o
STATEMENT OF PRACTICAL TREATMENT - case ¢’ 25~
Nz enty of adier fuoar eest S morses Foroeyes dab
LETATIMES L ST AL Letre e e i SaR St Crnm D™D
BT AN IATALT NI AN
HOTETGPHYSICIAN: Frotac ¢ ™ 35234 Carage may contr
MIERSLCeS BTa T8 DT 27T, ANITR TRSLralaYy Cenesnon AT

STORAGE AND DISPOS
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PHENEX-CEL
CONCENTRATED GERMICIDAL DETERGENT

~ENEA-TEL 5 used for cieaning, disinfecting and decder 1ag fizcrs,
2 sa~dztrersimidar hard surtaces Especially suted forusen Oge'a'-"g
tms, Intens.ve Care, Nurseres, Emergercy Areas, Patsn! S2crms ana
i ""“"“s PHENEX-CEL 1s @ synthetic germ.cidal detergent » '~ £723d
it oothgram positne and grarn nesat Le .
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DIRECTIONS FOR USE

ederal Lawtouse this prodact marranres ~gc g 3tant

E
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2:ton of kard surfaces in hosgta's heatn.zate far
3t's a4 aursrg homes such as fioors. wal's. ta'* zzm fat
ceer 523 a~d surgical imstruments, use FRENEXTEL at Y curs
2m ot water PRENEX-JEL use-dilution may ke accled
Zor Drushoon surfaces »uCh 25 staniess sieel Chiire,
T czardler-azzo Weta'lsurtazesthoroughly for atleastien
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*PHENEX-CEL KILLS HIY ON PRE-CLE2HED ENVIRCHMENTAL
SURFACES/OBJECTS PREVIOUSLY SOILED WITH BLOOD/BODY
FLUIDS n heaith-care settngs of ¢'ner sethrgs in which there is an
e-"e::e‘.‘ weonzed of sz irg ol inanimate surfates 0T 8Cis Aatn BLCE Or
slaZs ancaancnresurizes o ecislive’y o ce s ed winb.2ed
2y %.Us Can b€ as3ccated win u'e potert.ar for transussion of
anmemurosel zencywrus e 1 RV fassociated witn AIDS).
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SFECIAL INSTRUCTIONS FOR CLEANING AND DECONTAMINATING
SURFACES/COBJECTS SOILED WITH BLOOD AND BODY FLUIDS
WHICH MAY CONTAIN HIV-1 (AIDS virus). FERSCHAL PROTECTICHN
veezr Z.ioosab'e rubbes or 12lex §'DVeS, Guwhs, fate mases, Or e,e
as agprognate. when gerforming manual clean.ng of these
CONTAZTTAME Leave surfaces wet!sr 3 minute Thig comact
Trztoontgl giter coraman t;pes of Vlrusfs a~d cactera

n E'20d and sther body !Iu. s .r::fn s.;r‘a es ard ob;ects be!'-
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wsTiution ard dsinfect soate wth 3 second applicaton of
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