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7. The primary dermal irritation study is supplementary because the
granules were not moistened as called for in the Guidelines,

B. The eye irritation study is invalid because the report contains
contlicting statements about the cbeervations. The results in para-
graph on page 2 indicates that no iritis occurred. Howaver, Table 1}
on page 3 indicates that 2 rabbits had grade 1 iritis. Also, the
method of cpthalmic examination was not reported.

9. The inhalation toxicity study is invalid because the temperature,
relative humidity, particle sizes and actual concentrations in the
breathing zone of the animals were not reported. Also, the duration

of exposure was inadequate.
10. It is noted that a skin sensitization study was not submitted.

The confirmation of the identity of the source of the active ingredient
is noted. The typographical error on the EPA Rogistration Number of the
source material has been corrected.

The revised finished labeling showiny the master tormula declarations ot
Calcium, Magnesium, and Sulfur submitted in connection with registration
uncder the Federal Insecticide, rungicide and Rodenticide Act, as amended, is
acceptable. A stamped copy of the label is enclosed for your records.

At the next label printing please delete "Directions" that currently appears
.20ove "WHEN TO USE”,

The altermate formula declaring difterences in the amount of Calciunm,
Magnesium, and Sulfur is acceptable and has been added to this product's
registration tile.

The draft labeling showing the alternate formula declarations of
Calcium, Magnesium, and Sulfur submitted in connection with registration
under the Pederal Insecticide, Fungicide and Rodenticide Act, as amended, is
acceptable provided you submit five copies of finished labeling incorporating
the revised declaration and delete "Directions” that currently appears above
"WHEN TO USE" prior to release for shipment under the amended labeling.
A stamped copy of the label is enclosed for your records.

Sincerely yours,

Georyge T. laRocca

Product Manager (15)
Insecticide~-Rodenticide Branch
Rogistration Division (TS-767)

P.5. Please note that the results of the acute oral toxicity test qualifies
this formulation as a Restricted Use product. This should receive your
'mmediate attention. Also refer to the Disulfoton Registration Standard
1ssued January 18, 1985 for more information in this regard.
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. The pCimery Gerwal lrritation study 1s suyplesentary bscauss the
Jran \es waie NOt mnisternsd as called for in the Guidelinea.

6. The eye irritation siudy is invalid because the report containg
wontlicting statessnts about the abservations. The results in para—
graph on page 2 indicates that no iritis occurred. However, Table 1
on page 3 indicates thet 2 rabbits had grade ] iritis. Also, the
mrthod of gpthalmic exsmination was not reported.

9. The inhalation taxicity study is invalid because the temperature,
relative humidity, perticle sises an actual concentrations in the
breathing sone of the animals were not reported. Also, the duration

ot exposure was inadequite.

10. It 18 noted that a skin sensitization study was not submitted.

The confirmation of the identity of the source ot the active ingredient
is noted. The typographical error on the EPA Registration Number of the
source material has been corrected.

The revised finished labeling showing the master formula declarations ot
Calcium, Magnesium, and Sulfur submitted in connection with registration
under the Pederal Insecticide, Fungicide and Rodenticide Act, as amended, is
acceptable. A stamped copy of the label is enclosed for your records.

At the next label printing ploase delete "Directions® that currently appears
above “"WHEN TO USE".

The alternate formula declaring differences in the amount of Calcium,
Magnesiunm, and Sulfur is acceptable and has been added to this product's
registration file.

The draft labeling showing the alternate formula declarations of
Calcium, Magnesium, and Sulfur submitted in connection with registration
under the Pederal Insecticide, Pungicide and Rodenticide Act, as amended, is
acosptable provided you submit five copies of finiahed labeling incorporating
the revised doclaration and delete "Directions™ that currently appears above
"WHEN TO USE" prior to release for shipment under the amended labeling.
A stamped copy of the label is enclosed for your records.

Sincerely yours,

l George T. LaRocca

. Product Manager {(15)
Insecticide-~Rodenticide Branch
Rogistration Division (T5-767)

P.S. Please note that the results of the acute oral toxicity test qualifies
this formulation as a Restricted Use product.. This should receive your
immediate attention. Also refer to the Disulfoton Registration Standard
issued January 18, 1985 for more information in this regard.
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