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UNITED STATES ENVIRONMMENTAL PROTECTION AGENCY

Calgon Vestal uvaboratories

;) Division of Calgon Corporation
P.O. Box 147
8t. Louis, MO 63166

Attn: Michael Ebers

Subject: Vesphene 11 se
EPA Registration No. 1043-87
Your Submissions of May 23, and November 3, 1993

The amendment requests noted above involving revised
labeling text concerning proposed restrictions on the use of the
subject product have been reviewed. Please note the following.

1. The proposal for restricting use of this product in
neonatal areas in hospitals is acceptable.

T) 2. The proposed label text incorporating the language of the
EPA and FDA MOU (Memorandum Of Understanding) concerning areas of
restriction for product use is acceptable.

3. The labeling referred to abova, submitted in connection
with registration under the Federal Insecticide, Fungicide, and
Rodenticide Act, as amended, is acceptable subject to the
comments listed below. A stamped copy is enclosed for your
records. Five copies of the finished labeling must be submitted
before you release the product for shipment.

a. In the paragraph regarding the language of the FDA/EPA
MOU on page 3 of the submitted draft label, revise the first
sentence to read: "This product is not to be used as a terminal
sterilant/high level disinfectant on any surface or instrument
that (1) is introduced...”.
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I1f you should have any questions about this letter, you may
call Robert Travaglini on (703) 305-6909.

Sincerely,

&

Ruth G. Douglas

Product M nager (32)
Antimicrobial Program Branch
Registration Division (7305C)
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'VESPHENE “ se

ONE-STEP IN THE PRESENCE OF SERUM
- GERMICIDAL DETERGENT
EPA REQ. NO. 1043-87
FOR INDUSTRIAS AND IHSTTTUTIONAL USE ONLY
Germicide « Fungicide « Virucids*
Tubercutocide « Deadorizer - Cleaner « Detergunt
- Active Ingredients
Sodium o-phenyiphenate ” thtrasas s s s sns s sasaseses o s e msrere .65 %0

inert ingredienis 22.0n

KEEP OUT OF REACH OF CHILDREN
DANGER:

STATEMENT OF PRACTICAL TREATMENT
in case of ays contact, lush with water for 15 mimuntes. Get prompt medical alention, For
- gkin contact, fush with waler immedialely. See side panel for addiional precautionary
* staternent

NET CONTENTS: 1 U.S. GALLON (3.78 iters)
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This product represents s germicidal detergent sysican that is both rescarch-developed and suic of the snt technology.
It is effective in hard water and in the presence of scrum, which has been formulaed a3 » conteninie 1o clean,
disinlect and deodorize simulancously. Use this product for easy cleaning snd disinflecting of all washable hard, non-
pocous environmental surfaces such a3 floors, walls, woodwork, bathroom fixturcs, cquipment and fumniture, b may
be wed for cleaning sad disinlecting chrome, strinless siccl, other metal surfaces, porcclaia, glass, tike, washable
painted or varnished merfaces, As well as resifient vinyl, asphall, Eacleum, termazzo oc other combinalion type floors.
This product is not for use in the nconsts! (Rewbom) uaits in hospitals, specifically isoleties and other infant coatact
surfaces.
This permicidal detergent is intended for vt in instinntions such a3 hospials and sursiag homes, industrial plants,
fection, clesniag aad deodorizing are 8 mecessity.
This preduct is not te be used on any surface or instrument that (1) is introduced directly
into the human body, either into or in contact with the bloodstream or normally sterile
areas of the body, or (2) contacts intact mucous membranes but which does not ordinarily

) penetrate the blood barrier or otherwise enter normally sterile areas of the body.

CERGICIOAL: Passes ADAL. Gerraicidal se-Olution Method (5. Jwens, S. choleracsuts. P3. 2eruginoca) when dilted stk 400
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Casficty parapsilosts, Chinicl solate Stagelta sonna, ATCC 25931
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Enterobacter cloacae ATOL 23355 Prewdonoars ATCC 27855 Siceptococtys Gacaks. ATCC 19Q)
Escherichia coli, RTOL 25922 Saimoacia typhi, 6529 Strepoooctys grrogenes, ATCC 15615
Kelrsielly pocemoeze. ATCC 13217 Saronely typhamriom, ATCC 14028
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hoard waier fo ke a U 1a(lmwlqﬁ)sﬁﬁqmnmd5‘lmw(mm 10 munades 2 20C
m@mmwnmamg mmrm 2. Yoo, and Mengans

“WIRUCIOAL: Patses Vinycidal

Type 2 Avian takcions Bronchiz, Avien Lirymatracheitis, Avian Porcine Piewdonatees] whes ddyied with

?mk&k&hﬂ-ﬂahmulu(lwwlmwmmhﬂmdssmsﬂ serwm)_ 10 miudes
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