Resy 4+ 2/25—219 PM-22 1y s

MAR 14 1999

Mr. John Thornton
Hobhay Corporation

P.C. Eox 4913

Kansas City, MO 64120

Lear Mr, Thornton:

Subect: Aoute Toxicliy Date and Revised Precautionary Statemenls
dayleton Technical
EPA Registration bho. 3125-319
Youur Subnission Dated Septenber 5, 1990

The awmerndoent referred to above, submitted in conrectiui with
registration under the Federal Insecticide, Pungicide, and Rodenticide
hev, as amended, i3 acceptable provided that you:

1. licxe the labeiing changes listed Lelow belore you release the
product Tor shilsent bearing the anended laveling.

a. In the precautionary statement, "Causes eye irritaticu” may
be deleted,

b. In the Statewent uof Practical Treatnent, "If in eyes - flush
with plenty of water®™ should suttice.

2. Suboit one (1) copy of your final printed labeling before you
releage the product for shiveent.

A stamped copy ol the laoeling is encloused for your records.

Precauticnary Review Section, Registration Supiort Branch has
revicwed the 3ubject submission and has the following conclusions:

-t

t. The three studies pertorwed at the Toxicology Department of
The MNobay Company are acceptable support for this product,
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The inhalation study iy guideline data in toxicoluyy Cateyuay
Ifi.

The dcute eye irritation is consiacred Core-tiinituw data
bucause:

ds Penlight is not adequare light suvurce for the obscrvation of
cgular lesions.

e Fluorescent dye was not used to counfirm the observed
irritation.

c. highteen-weea-0ld anlmals, the welyiits of wnich were not
stated, may have been too heavy aud, consequently, tou old
to be used in the test,.

d. The redness was not observed at 4Y hours,

The Uorwal Irritation test is consildered Core-lilairum data
ecause To-veork=old daninals nay have been too heavy te be used
for testing. Providing welidght inforvation would have eliminated
any Jdcoubts.

ALl thie studiv, under EPA Accession ho. 24U1439-02 are consigscred
Supplenentary Jdata for the folluwing rausuns:

de  thMllailiers and jolvernts were not well aerined.  The test
Rarterial wsas crnulsifica in 1:10 nixture ot aceitone and il
of unapeciiic ldeucity. 1t 15 not SLated why acetoune was
neeessary ior emualsritcation as it adds a variable to tine
test systen.  This mixiure was wvwsed in crael, dermal, and
intraperitoneal studies as well as dermal irritations The
Inhalation study was conducted by dissolving the test material
in a 1:1 nixture of etharosl and lutrol with no indication of
the gtrength of either component.

b. These werc no vehicle contruls. This was necessary since the
emulsifyingy ayents (acetone and oil) or solvents (ethanol and
lutrol) can have tuxic effects of their own. Control groups
were needed,

¢» The weight of the animals was either not mentioned or not
specific, or, at times as in the case of oral, derval, and
inhalation rabbits, the animals were overweight. The weight
changes duringy the test are not recorded. Pousible weight
10495 a3 a touxXic sympronm is not addressed,.

de  DSymptoms of toxicity are not addressed specifically. “Gencral
health impairment” is uscd as descriptivit of toxicity, which
does not clarify the mode of manifestation. HMecropoy
intorwation is wmissing in the majority of cases, which if
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pfeseint would have clarpiled eadliity 0 800e edleal.  Vow
eaxception te this was the oral tuxicity study in rats.

22 Inhalation Ctuay

1) The Inaalation stuay did not present aay particle oaze
or size distribution,

e chakber atanosphere condltioes wers cuncGueteq according
to =Zben: Test material was absorbed from the atmespherc
in cotion wool, their eluted In henzene ai analyzeo Dy

44% chromatogyraphy., It is not clear for how lony the
COTEOnN WODl wds exrused or now ofren this was coune.

.,
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3 It is not specified If all the species were exposed at
Tl Sdiv tloe, The exposure of alil specices at the sane
tizie is not acceptable.

o) URe Cnabwel contentratlons in yeneral were low. It 1s
not stated if these coacentration were the highest

Gtlalsaiie ur Other Conlentldtivns wule LoD Trise,

Therze Were no velicle controls. 2Zthancl ang lutrol tave
LoaLlLlly ol Tilell uwi WndCh was 0L adureuseld.

There wore 6o cuality ussurancs stateients DeCauSie LSe Stulles
wefe cSrloeioen Lo 13571,

G Lliay Jolpasld Uik SeyE tndt Ioe oye lIritatiunll stuay L.

in Vukicity Category 1IilI. Thewe is5 no 1ndication that 1t is.
Trhe Gutaslites flan grade odrritation Lo the conjurcciva
unienarkable. fherefore, it 1s rated practically notv ilrritatin.g

dite iAo a bir TOaALCLEy Lateaury [V

Sincerely vours,

Sugan Lewls

Pruduct anager (21)
Funylicide=lerbiclde Branch
Registration Division {H7505C)
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319-71¢.. YLD Base Pre-Reqg. (7¥23)
U.S. LABEL

Reason to Issue: To revise precautionary Date of Draft: 10/5/90 Pre-Req (T)

statements. 10/5/90 Draft: Revise Supersedes Pre-Reg Draft Dated:

Statements of Practical Treatment. 2/5/90

EPA Reg. No. 3125-319 TO BE PRINICD AS A SINGLE PANEL LABEL
BAYLETON®
Technical
FUNGICIDE

FOR USE IN THE MANUFACTURE OF FUNGICIDES

ACTIVE INGREDIENT:
) 1-(4-Chloropheroxy)-3,3-dimethyl-1-(1H

-1,2,4-triazol-1-yl)-2-butanone ..................... 90%
INERT INGREDIENTS . oii ittt ii ettt st ttas e tannnannns 10%
100%
ACCEPTED
with COMMENTS
EPA Reg. No. 3125-319 in EPA Letter Dated:
U.S. Patent No. 3,912,752 MAR 14190
Undes . v .. reztiide,
Fengiort | 203 wideActas

amendid. for the pesiicide
registered under EPA Reg. No.
as- 319

i PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS

BEST AVAILAWLL CoPY |

KEEP OUT OF THE REACH OF CHILDREN T

WARNING

Ll
[}

May be fatal if swallowed. Harmful if inhaled or absorbed vhrough $kin. Causes  eye
irritation. Prolonged or frequently repeat.d skin contact may cause @blergic skin
reactions in some susceptible individuals. Avoid breathing dust and’ puntact with skin,
eyes or clothing. Wash thoroughly with soap and warm water after hapdl.*ng and ‘before
eating, drinking or using tobacco. Remove contaminated clothing and wash separdtely with
soap and hot water before reuse.

}
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DIRECTIONS FOR USE

It is a violation of Federal 1aw to use this product in a manner inconsistent with its
labeling.

Detailed information on chemical and physical properties and other formulating
recommendations for BAYLETON are available upon request from Mobay. Obtain and read this
information before undertaking the formulation of BAYLETON in order to avoid formulation
hazards and insure a satisfactory finished product.

Labeling for products formulated from this product must conform to that which is currently
registered with the U.S. Environmental Protection Agency. For specific information on
federally registered uses, contact Mobay. Any variance from the federally registered
labeling for products containing BAYLETON will have to be supported by data provided by
the formulator.

.BAYLETON is a ?-g9. TM of Bayer AG, Germany.

NET CONTENTS POUNDS

MOBAY CORPORATION
A Bayer USA INC. COMPANY
AGRICULTURAL CHEMICALS DIVISION
Box 4913, Kansas City, Mo. 64120
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