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#

"Review CIBA-GBIG‘! 90-—Day Response m relation t> a DCI for an
acute ‘inhalation study .in rats (81~-3) with technical Metalaxyl and
conment on the épplicability ‘of this study ‘to ‘this cheuucal.

1. conclusions:

: ~ Based on a review of the evidences provided by the registra.*

- in their 90-Day response, TB concurs that an acute inhalation study
is not feasible with- netalaxyl because ‘this ‘chemical cannot be

prepareql and tested -in a respirable form. ‘rheretore, the data

requirement should be waived.

IIT. Backeround: : o | !

- In an OPP Reregistration Standard publication for Metalaxyl
(OPP No. 540/RS-88-117), the Agency has . jdentified an acute
inhalation study (81-3) with Metalaxyl ‘technical as a data gap for
the reregistration of pesticide products containing Metalaxyl [N-
(2, 6, ~dimethylphenyl) -N-(methoxyacetyl)alanine, methyl ester] as
the active ingredient. The registrant, CIBA-GEIGY, was asked to
suhmit a study on the acute xnhalation toxicity of technxul grade
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Metalaxyl if this material is in a respirable form.

In its 90-Day responie, dated ODecember 23, 1988, the
registrant presented the fol ing evidences that technical grade
Metalaxyl (95.2% ai) cannot be preparad and tested in a rasplrahle

form

(1) Becauss of its low melting point (abcut. '}o’ C), the registramt
attempts ta pulverize technical grade Metalaxyl to raspxrabld '
size particles through both hammermilling and air miiling met
with great difficulties because the material kept melting and -

- tecrystanizing’*into Tlamps. ‘A "standard " sizing of the
resulting particles preparation with a Cilas granulometer was
also not feasible because the solubiiity of metalaxyl in water
(7000 ppm) was above the limnit for the instrument, CIBA-GEIGY ..

therefore microscopically examined the preparation and
estimated that 75% of the particles were < 10 um. This
prcpmtion was sent to Stillmeadows Biological Testing
I.ahoratorms for an ac:mzo inhalation toxicity study in rats.

(ii) LStillmeadows Biological Testing Laboratories could not ;
generate an aercsol from the test material. They stated that
in spite of vigorous mechanical shaking of the flasks
containinq the test product and the use of a vigorous stream"
of dry . az.r, no test material could be detected in the rats'.
‘breathing . atmosphere. Consequently the planned acm
inhalation study with Metalaxyl technical was aborted. e
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