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DATE: September 15, 1980

SURJECT: EPA File Symbol: 43410-€ - Fungicige T
EPA File Symbol: 43410-T - Fungicice 4T

FROM:  Sherell A. Sterling, FHB/TSS M,\z"@ \.;\30

T0: Henry Jacoby, Procuct Manager (21)

Applicant: Agri-Chem, Inc.
P. O. Box 17477
Orlango, FL 32860
Active Taqrediernr: 2-(4- th&m%ol\{l) ben zimidazole
Inert rrujred:af\'ﬁ-'. e e e e e e e e N
Backgrouna:

The two prcaucts, Fungiciae T ana Fungicice 47, are icentical; however,
they are packaged in units of aifterent sizes. The "alternate™ methcd of
support is usea. Data were previcusly submitted ana are uncer Accession
Numbers 100853 ana 101673. It is unkrown which laberatories ccnoucted
these stuaies. '

Recommenoations:

L. The Acute Oral study is consicerea Core Supplementary Data ana, as
such, is not agequate to support registration. Please note the
following cocncerning tiis stuay: “

(a) The test species is the laboratory rat.

(b) If oata baseag on testing with at least 5 animals per sex are
submitteo showing that the LDsg is greater than 5 g/kg, N9
turther testing at other dose levels is necessary.

{c) Each cose level group must contain equal numpers of male anc
temale animals.

(o) The animals must be observea for 14 cays after dosing.
(e) All animals must be subjected to necropsy.
+
H
(f) Response oata must incluce tabulation by sex ano dose ievel,
time of geath after dosing, LDsg for each sex, 95% configence
--interval fcr the LDsgs, dose-response curve ang slope.
The Acute Dermal stuagy is agequate and acgeptable for the ccnaitional

registration of this proaouct. Please note the following ccoments for
future stugies: : i
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(a) It data based on testing with at least > animals per sex with
abraged skin are submitted showing that the LDsg is greater
than 2 g/kg with a 24 hour contact perioca, no turther testing at
other dose levels is necessary.

(b) All animals must be subjected to necropsy. )

3. An Acute Inhalation stugy was not submittea for this product. This
study is required for all formulations which meet the criteria set
forth in Section 163.81-3 of the "Proposed Guicelines-for Human
Hazard Evaluation.™ 1f this product does not require an Acute
Inhalation stuay, a statement to that tact must be submitted.

4, Two Eye Irritation stuaies were submitted. Only one study wes
acequate to support registration of this proouct {see Accession
Number 101673). However, please note the tellowing comments
concerning this stuoy: .

(a) Irritation to the eye must be scored by the Draize methoa.

Responses must be reportea in tabular form by inaividual animal.

(b) Ingivicual responses must be reportea separately (i.e. as scored
withk Draize's method) and not just reported as total sccre.

*'5. The Skin Irritation stuay is consicered tore Supplementary Oata ang,
as such, is not adeguate for registration purposes. Please note the
following comments on this study:

{a) Numper of animals useg in stuagy must Ce reported. At least six
animals must be used. )

(b) If the test substance is a solig, it shall be slightly moistened
with physiological saline before application.

6. These data are not ageguate to suppart concitional registration;
theretore, FHE/TSS cbjects to the congitiorzl registration aof this
prouuct unger the “"alternate" methog oq support.

1
i
1

Lapeling Recommendaticns:

"1. The preferred heaaing is "Statement of Practical Treatment", not
"First Aig." : .

2. Uraft Label for EPA File Symbol ABAlO-f, second paragraph uncer
npirections for Use," shoula be corrected tc the toilowing:
i

"Fungicice 4T may be used in citrus wax ool

T o ATy
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The statement:

"Co pot contaminate water by cleaning of egquipment or disposal
of wastes."”

!
must be acoceg to the "Environmental Hazargs" section of the 43410-T
ang 43410-E labels.

Further labeling recommendations are reserved until additional data
are submitted.

Review:

Acute Oral; Accession Number 100853.

Procecure: 10 F albino mice (18-20-g), 5 M Sprague-Dawley rats
(125-135 g) per dosage level ang 5 albino rabbits (3.0-3.5 kg) per
dosace level. All animals received nral dosages of the thiabendazole
base suspenged in 2% sogium cartoxymethyl cellulose. .Animals were
observed for 10 cays.

Results: OCral LOsg for F Mice was 3.81 g/kg; for M rats, 3.33
g/kg; for rabbits, 3.85 g/kg. Symptoms at higher aosages were
lethargy and stupor. Death appeared to be due to narcosis.

Stuay Classification: Core Supplementary Data. Only M rats, F mice
weIe tested. Inoivicual rTesponses not reportea. Observation for
only 10 days. No necropsies reporteg, ’

Acute Dermal Toxicity; February l4, 19Y5; Accession Number 101673.

Procegure: 3 M, 3 F New Zealand white: rabbits (2.5-2.8 kg) received

a ocsage ot 2 O 4 g/kg at each test site. At each dosage level, 3
rabbits with abracea, 3 with intact sites. The test substance was
thisbencazole technical powder moisteneq with 10 mL of physiclogical
saline. Animals were observea for l4 ocays.

‘Results: No deaths, no irritation, do signs of drug effect abserved.

Stugy Classification: Core Minimum Data. Only 6 animals, 3 with

abrageo-sites, tested. No necropsie; reported.

Toxicity Category: IV - CAUTION. i

Acute Eye Irritation in Rabbits; Accession Number 100853.

Procedure:, Thiabengazole was tested as a 12% suspension in 1% sodium
carboxymethyl cellulose anc as a Ory powcer. Approximately 0.1 ml of
the suspension and 10 mg ot the dry powcer was administered to one
eye of each of 2 ratbits for each preparation.
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Results: Only very slight erythema for one hour after instillation.
All clear at 24 hours.

Stucy Classification: Core Supplementary Data. For dry substances,
correct cosage is 100 mg. \

hﬂ Acute Ocular Irritation; February 14, 1975; Acﬁyéssicn Number 101673.

Procedure: 6 M, 6 F New Zealanu white rabbits were exposed to 0.1 g
OF oIy thiabengazole in one eye per rabbit. Six eyes were flushed 20
seconds after exposure with 20 ml of luke-warm tap water; remaining
six eyes were not washed. Animals were observed fur 14 days.

Results: No=wash eyes showeg irritation in 5/6=2 at 24 hours; all
ciear Dy 72 hours. Wwashea eyes showed no irritation at 24 hours.

Study Classification: Core Minimum Data. Scores were not separated
according to irritation site_(i.e. cornea).

Toxicity Category: III - CAUTION.

S. ODermal Irritation in Rabbits; Accession Number 100853.

v . © ° Procedure: Thiabendazole was mixed with cold cream at concentration
of 10 and 50% (w/w). A cose of 0.5 g was appliea at each site; 3
sites were tested for each concentration. Exposure was for 24 hagurs
under occlusive wrap.

Results: Ng signs of "significanty degree of irritation.

Study Classification: Core Supplementary Data. Number of animals
tested is unknown. Substance was mixed with colag cream.




