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. DATE: September 25, 1981

suBJECT: Captan 50W
EPA Registration No. 11678-40

Sherell A. Sterling %\
FHB/TSS \a, { / / /
| /¢

TO: Henry Jacoby
Product Manger (21)

FROM:

Applicant: Makhteshim Chemical Works, Ltd.
c/o0 Solchem, Inc.
2 Park Avenue
New York, NY 10016

Active Ingredient:

Captan 2 0002900000000 000000030800 0080000000000OCRSIRGEES 50‘

Inert Ingmdients ...'............;'..................I....... So‘

Background: Acute Oral, Acute Dermal, Acute Inhalation, and Eye and: Skin

Irritation studies were submitted for the files. All studies, with the
exception of the Eye Irritation study, were conducted by the Warf Institute,
Inc., of Madison, Wisconsin. The Eye Irritation study was conducted by g

Cosmopolitan Safety Evaluation, Inc., of Somerville, NJ.

Recammenditions:

=3

1. The Acute Oral, Acute Inhalation, and Eye and Skin Irritation studies are
acceptable; however, please note the following comments for future studies:

must be performed on all animals.

Acute Inhalation - Actual concentration must be determined within the

Acute Oral - Observations during study must be reported. Necropsies

chamber during the study. See §163.81-3 of the enclosed Proposed

Guidelines for additional information on this test.

Skin Irritation - Solid substances must be moistened with
physiological saline. Four sites, 2 abraded and 2 intact, must be

tested on each animal.

2. The Acuté Dermal study is Core Supplementary and, as such, is not

acceptable as sole support in registering this product.
following comments concerning Acute Dermal protocols:

ae 'qual’numbers of males and females must be tested.

EPA FORM 1320-6 (REV 3-76)

Please note the



b. 1If only tested at 2 g/kg, all sites must be abraded. . ! e
c. All animals must be subjected to necropsies.
d. ©Solid substances must be moistened with physiological saline.

e. See §163.81-2 of the enclosed "Proposed Guidelines" for an outline of
an acceptable protocol.

All of these studies were conducted using "Merpan 50 WP" and "Merpan 50 WP
30.4.80" as the test substances. The composition for these test
substances must be submitted in order that FHB/TSS may compare the test
substance's compositions with Captan S50W.

Based on the data submitted, the appropriatjosignal word for this product iﬂ& L
is "CAUTION," WM. that W\f\m SowWf @ nd ‘“P"’""" S0V 2t Jacddl
.A»huéﬂﬂr~)

Note to the Product Manager: Very recently FHB/TSS has found that

products containing 10% or more of Captan required the signal word
"DANGER" based on the Eye Irritation study. More and more registrants are
changing their signal words from "CAUTION" to "DANGER." For this reason,
FHB/TSS suggests that, given these recent data, the appropriate signal
word is "DANGER." . m’i

Labeling Recommendations:

1.

Refer to the enclosed format labeling for the correct placement of
required headings -- "Precautionary Statements," "Hazards to Humans and
Domestic Animals," "Environmental Hazards." In addition, the "Storage and
Disposal® statements must be grouped together; refer to the enclosed
Storage and Disposal statements guidance sheets for the appropriate
required wording.

Based on recently submitted data, FHB/TSS suggests the "Hazards to Humans
and Domestic Animals" statements be changed from "Avoid inhaling ... feed,
foodstuffs, or water” to the following:

DANGER. Causes eye damage. Harmful if swallowed. Do not get in eyes,
or on clothing. Avoid breathing dust. Wear goggles or face shield
when handling. Wash thoroughly with soap and water after handling.

If the signal word is "DANGER" based on the eye irritation, this product
may be subject to child-resistant packaging requirements.

Under the "Environmental Hazards" section ("This product is toxic to
fish ... disposal of wastes"), change the statement "Keep out of lakes,

streams, or ponds" to the following:

Do not apply directly to any body of water.

0



Review:

l.

3.

Acute Oral Toxicity:; Warf # 6051095; July 22, 1976; Acc. No. 245707

Procedure: 10M, 10F Sprague-Dawley rats (150-250 g) each received a dose

of Merpan 50W by oral intubation. The dosage levels tested were 2.0, 5.0,
7.5, and 10.0 g/kg, with the test substance mixed to a 25% concentration
in distilled water. Animals were observed for 14 days. No necropsies
were reported. y

Results: Mortalities were reported as follows: at 2.0 g/kg, no deaths;

at 5.0 g/kg, 4/10 M and 5/10F; at 7.5 g/kg, 9/10M and 2/10F; at 10.0 g/kg,
10/10M and 9/10F. The LD50 for M was 5.4 g/kg; the LD50 for F was 5.5
g/kg. No other observations were reported. ’

Study Classification: Core Minimum Data. Necropsies must be performed on
all animals. Observations during study must be reported. - :

Toxicity Category: IV - CAUTION

Acute Dermal Toxicity: Warf # 6051095; July 22, 1976; Acc. No. 245707 !

Procedure: Four adult male rabbits were dermally exposed to Merpa SGWP._

Exfsure was for 24 hours under occlusive wrap. Animals were observéd for
14 days. No necropsies were reported.

Results: None of the animals died durihg this study. No observations.

were reported. .

Study Classification: Core Supplementary Data. Males and females must be

tested. Sites must be abraded. Observations were not reported.
Necropsies must be performed on all animals. Solid substances must be
made slightly moist with physiological saline.

Acute Ingiétion Test; Warf #6051095; July 22, 1976; Acc. No. 245707

Procedure: 5M, SF fats were exposed to Merpan 50 WP dust in a

semi-portable inhalation exposure chamber for one hour. The test

substance was delivered with a Wright's dust feeder. The chamber was
equipped with an adjutable air flow operated at a rate of 1013.9 L/hr.

The nominal concentration was detemmined by subtracting the amount that
did not reach the exposure chamber from the total amount sprayed. Animals
were observed for 14 days. All animals were subjected to necropsies;
effects on lungs and trachea.

Results: The nominal concentration was calculated to be 18.73 mg/L for a

one~hour exposure. No mortalities were reported.- No physical effects
were noted during exposure. At necropsy, l/5F was found to have
consolidated abscesses in left lobe of lung.

\
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Study Classification: Core Minimuﬁ Data. Acﬁ;al (i.e., gravimetric for
WP) concentration must be determined. Acﬂgal concentration must be 5 g/L
for 4 hours or 20 mg/L for 1 hour if only one dosage level is tested.

Toxicity Category: III - CAUTION

Primary Eye Irritation Study in Rabbits; CSE #1429-3; July 24, 1980; Acc.

No. 245707

Procedure: Nine New Zealand white rabbits each received 100 mg of "Merpan

50 WP 30.4.80" in one eye. Three eyes were rinsed with water for one
minute, starting no sooner than 20 seconds after instillation of the test
substance. Scoring wasV24, 48, 72 hours; 4, 7, 10 3avs.

K at

Results: One animal (washed group) died at 72 hou::z death was sttributed

to enteritis. Scores for this animal had all been ~ =t 48 hours. The
unwashed eyes at 24 hours exhibited corneal opacity n 1/6=10; redness in
6/6 = 3; chemosis in 4/6=2, 2/6=3; discharge in 2/6=., 2/6=2, 2/6=3. At
day 7, redness exhibited in 1/6=1 in the unwashed gruup; discharge in
1/6=1. All irritation was gone from the unwashed eyes by day 10. The 2
washed eyes group exhibited corneal opacity in 1/3=5; redness in 2/3=1,
1/3=1; chemosis in 1/3=1; discharge in 1/3=1 at 24 hours. All irritation
had subsided in the washed group by day 4. _ X

Study Classification: Core Guideline Data.

Toxicity Category: III - CAUTION

Primary Skin Irritation:; Warf # 6051095; July 22, 1976; Acc. No. 245707

Procedure: Six albino rabbits ezch received 0.5 g of Merpan 50 WP at 2

dermal sites, 1 abraded and 1 intvact. Exposure was - :r 24 hours under

occlusive wrap. Exposure sites were scored at 24 an.: 72 hours.

Results: All scores were zero.

Study Classification: Core Minimum Data. Solid substarices must be made

moist with physiological saline. Only 2 sites were tested.

Toxicity Category: IV -~ CAUTION
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