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MEMORANDUM
DATE : October 17, 1985

SUBJECT: EPA File Symbol 7501-0L
Vitavax Pour-0n

.

FROM: Deloris F. Graham .

Technical Support Section ‘
Fungicide-Herbicide Branch “ff? 'qﬂﬁﬂﬂj

Reqistration Division

TO: Honry Jacoby
Product Manager (21)
"uncicide-Herbicide Aranch
Registration Division (TS-767C)

Applicant: Gustafson, Inc.
P.O. Box 66O06%
Dallas, TX 75266-0065

Active Inqgredients:
s t<Carhoxin (5,6~dihydro-2-methyl-1,4- .
oxathiin-3-carboxanilide . . . . & « « ¢« « .
Thiram (tetramethylthiuram disulfide) . . . . .

Inert Inaredients o ¢ ¢ o o ¢ o o o o o o o o +
if‘xi.(s

“
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BACKGROUND

Submitted Acute Oral, Acuta Dermal, Acute Inhalation, Eye
Irritation, Primacy Dermal Irritation, and Dermal Seasitizition
Studies. Studies conducted by Food and Drug Research Lahoratories,
Inc. Studies under Accession Number 258471. Method of support

not indicated.

RECOMMENDATIONS

1. FHB/TSS finds these data acceptable to support conditinnal
registration of this product.
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2. The appropriate sianal word is CAUTION,

LABEL

1. The ntatoment "o Aot use or store rnear food or feed® should
be deleted (rom Precauticnary Statements and placed under the

heading "Directions For Use,.*

2. Storaqge ant Disposal atatementa muit come undor the heading
"Directions For Use,® aubheading “Storaqge and diaposal .

REVTEW

l. Acute Oral Toxicity Stwdv: Food and Druqg Research lab.,
Inc., FDRIL Stwly No. R253A; Octodboer 24, 1994,

Procedure: Five groups consisting of five male ard five
temale rats cach received one of the following doses orally:
4.0, 5.97, 7.75, 19.78, or 15.0 /ka. Onservations made for
15 dava postdeoiing. Necropsy percformed on al! animals.

Resulta: At 5.57 g/kg, 1:5 M and 3:95 F died, at 7.75 a.ka,
1:5 M and 3:5 ¢ died; at 10,78 a/kq, 5:5 M and $:5 &£ Jdied;
15.0 g/kqg, 5:5 M and 5:5 F died.

3 R

Toxic sians reported included decreased activity, ataxia,
salivation, diarrhea, wet-abdomen, qgasping, dnd lacrimation.
Necropsy report indicate, vellow liguid in abdemina?

cavity; bHlack streakw tn lower stomach. LDgn for malas
reported to be 6.57 g/kg, with 9% percent confidence li=it«
betwaen 5.02 and 3.99 q/kg. LDgg for females reported to b-o
6.17 a/kq with 35 poercent confidence limits botween 4. 34

and 3.04 q9/%q. IDqgy for males and females combined was
reported to be 6.37 g/ka, with 95 percent confidance hotween
9.49 and 7.40 q/kqg.

Study Classification: Core Guideline Data

Toxicity Categorv: 1V - CAUTION

udy: Food and Drug Research Lah,,

St
November 20, 1984.

Acute Inhalation Toxic
Inc., FDRL Stuily No. 8

N
0

ity
253;

Procedure: Five male and five female rats were oxposed for
4 hours to 2 3.8 mq/L actual concentration. Particle size
reported to be a mean of 8.4 ym. Temperature hetween 20 and
21 °C and r~lative humidity bhetween 72 and 100 percent.
Cbservaticns made periodically during exposure, then twice
daily thereafter for 14 days. Necropsy performed 1a all

animals.
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Rogults: One out of five females died. Toxic slans reported
Included wet coat, decreased activity, respiratory irreqularity,
i and alopecfa. Necropsy report indicated dark red nasal
: passages noted in animal that died during azuly; no other

irritation noted.

: Study Classification: Core Guideline DMata

Toxicity Cateqorv: Il - CAUTION

; 3. Acute Dermal Toxicity Study: Food and Druq Research lah.,
4 Inc.; FDRL Study No., B29%3A; November 19, 1914.

Procedure: Five male and five female Now 2esland rabbits
recieved 2.0 q/kq of the test material under occlusive wrap
for 24-hour coxposure. Observations made frequently on day of
dosinqg, then twice dafly throuah day 15. Necropsy performed

on all animals.

Results: No martalities reported. Clinical siqns reported
T N . .

included anorexia, decreased asctivity, diarrhea, s$oft stools,
30ft stools with mucous, nasal dischargqe. No abnormalitios
reported in necropsy findings. LDgg renorted to he gqreater

than 2.0 aq/kq.

Study Classification: Core Guideline 3Data

Toxicity Categorv: 11l - CAUTION

4. Eye Irritation Study: Food and DBruq Rescarch Lab., Inc.;
FORIL Stuly No, BI253A; November 26, 1984,

: Procedure: Nine rabbits recjeved 0.1 mL of the test materia)
tn one eye <cach., The treated eyes of three of the rabhits
were washed with piiysioloqical saline 30 seconds after treat-
ment.  Observations made at 1, 24, 48, and 72 hours aftoer
treatment. If injury persinted, eyes were examined at 4 davs,
then every 3 days until irritation subsided or uatil

21 days posttreatment.

e

Results: At 24 hours, 3:6 animals of the unwashed group and

2:2 ot the washed aroup had iris irritation (3:6 = S) (2:3 =

5); 6:6 and 2:3, ccnjunctive redness (3:6 = 1, 3:6 = 23} (2:3 = 1);
6:6 and 1:3 chemosis (4:6 = 1, 2:6 = 2) (1:3 = 1); 4:6, discharge
(3:6 =1, 1:6 = 2); irritation had cleared in all animals

except 1:6 hy dav 4; 1:6 had slight redness (1:6 = 1) and

chemosis (1:6 = ). Kedness and chemosis in this animal had

cleared by day 7.

Study Classification: Core Guideline Data

Toxicity Category: III - CAUTICN
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Primary Dermal Irritation Study: Food and Drug Rescarch f.ab.,
Inc.; FDRL Study No. #8253A; October 24, 1984.

Procedurae: Six Now Z¢aland rabbits roceived 0.5 mi, of the
test material at two intact skin sites por rabbit under
occlusive wrap for 4-hour exposure. Ohgervations made at
172 hour after exposure period, then at 28, $2, and 76

hours aftoer dosing.

Results: No irritation reported in any animal throushout
observation perjod. Mean Primary Irritation Score reported

to be zero.

Study Classification: Core Guideline Nata

Toxicity Cateqory: IV - CAUTION

Dermal Sensitization Study: Food a d Drug Rosearch l[ah.,

Inc.; FDRL Study. No. H253; November 14, 1984,

Procedure: Ten male quinea pigs received thros 0.5 mlb
applications of a 35 parcent {(w/v) aqueous solution of UBI
flowable (test materfal) a week for a total of 10 inductinn
phase applications. Three male quinea piags served as naive
control. Six male quinea pigs received three 0.5 mL
applications of a 0.07 (w/v) solution of l-chloro-2, 4-
dinitrobenzens (DNCB, positive control) a week for a total
of 10 induction phase applications. Two weeks after 10
induction phasoe applications, challenge dose wis applied.
Observations =ade at 24 and 48 hours after cach application.

2359

Results: No irritation reported in test qroup or naive
coniral qrouep of animals during induction or challenge dose
nhases. However, positive control gqroup showed irritation
ranaging from neqative (0) to well-defined (2) irritastion
during induction phase and slight (1) to well-defined (2)
erythema at challenge dose, thus producing no +densitizing
responsa. It is therefore concluded that the tost material
does not produce a sensitizing response.

Study Clasnification: Core Guideline Data

Toxicity Cateqory: Nonsensitizing
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Page is not included in this copy.

Pages \f; through 77 are not included in this copy.

The material not included contains the following type of
information:

Identity of product inert ingredients

Identity of product impurities

Description of the product manufacturing process
Description of product quality control procedq;es
Identity of the source of product ingredients;;
_____ sales or other commercial/financial information
_Zg A draft product label

The product confidential statement of formula
Information about a pending registration action
FIFRA registration data |

The document is a ddplicate of pagé(s)

The document is not responsive to the request

The information not included is generally considered confidential
by product registrants. If you have any questions, please contact
the individual who prepared the response to your request.




