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(2915-118, 16 March 1976). & Jritten statement that the test
material was identical to 33660-I will suffice if applicable.

4. The Eye Irritation studies are Core Supplementary Data and
as such are not adaquate or acceptable for the condicional
registration of this product. Under the "cite=-all" method
of support, these studies need not be repeated at this time.
Section 163.81-4 of the Proposed Guidelines for Human Hazard
Evaluation outlines acceptable testing and reporting
procedures for the Eye Irritation studies.

S FHB/TSS would have no objection, cn the basis of hazard to
humans and domestic animals, to the conditicnal registration
of this product provided that the labeling revision noted
belew is made.

6, fhe i‘-‘]"’»‘d‘ wenl (AUTICN o aflcﬁ,c@u:di; .

Labeling: . ~7OIL:7J/:V.<.¢1- ,Z'—;f L ! ;Lp;a_z"céMC.

The statemant "For eyes: Get medical attention if irritation
persists” should be adéed to the "Statement of Practical
Treatment.”

Comments:

1. A1l animals in the Acute Oral, Acute Dermal and Acute
Inhalaticn studies should be examined for gFross pathological
alteraticns at the terminaticn of tne study.

2. IDS0's for males znd females should be reported separately
for the acute QOral study.

3. The atmospheric concentraticn should be determined in the
Acute Inkalation study. alsc males and females should be
tested in these st:dies. For an ocutline of an acceptable
test method, please consult Section 163.81-3 of the Preposed
Guidelines for Human Health EZvalvacion.
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1. AC

Procedure: Groucs 2f 3M, 3F Wistar rats {230 +/- 2g)
received sral dosates at levels of 300, 1Cg0C, 2000, 3000 and
4000 mg/x3 of the tast material, amertryne, suspended in 0.3%
aqueous Tween 80. Animals were observed Zor 14 days gost-
treatment.
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Results: At 500 mg/kg, no mortalities. At 1000 mg/kg,

1/10 died. At 2000 mg/kg, 6/10 died. At 3090 mg/kg, 9/10
died. At 4000 w3/%g, 10/10 died. Symptoms :acluded
lethargy, excessive salivation, chromodacryorrhea, semi-
comatose condition. Signs of coxicity occurrad 30 minutes
post-treatment. All survivors were asyxptamatic after day 4,
LDS0 is_1750 mg/kg with a 35% confidence range of 1206-2538

.—ﬁg/kq.

Study Classification: Core Minimum Data. YNc necropsies
reported. M, F sccres not reported separately.

Toxicity Cate~ury: III - CAUTION

Percutaneous Toxicity Determination; Consultox Laboratories
Ltd.; April 1974.

Procedure: SM, SF Wistar rats (skin intact) received an
application of 2000 mg/kg of Ametryne suspended in 0.5%
aqueous Tween 80. Zxposure was for 24 hours under occlusive
wrap. Animals were observed for 14 days post-rtreatment.

Resuilts: No mortalities. 2/10 showed slight
chremodacryorrhea day 2-4. All asympramatic zlter day 4.
LD50 is greater than 2g/kg.

Study Classification: Core Suprlementary Daza. PRats, not
rabbits, were used without justificazion. No abraded skin
sites.

Acute Inhalation Toxicity Study in Rats; Hazel:zon Project
# M915~103; April 10, 197s.

Procesdure: 10 albino rats (243-2803) were ccnfined %o an
enclosed chamber for one hour and exsosed to the dust of the
test material, Ametrina Tecnica. The concentration was 200.4
mg/l of air. Aninals were observed for 14 davs post- )
treatment. At termination of study, survivers were
sacrificed and all animals were subjected to g¢ross

pathological examinations.

animals were hypoactive then
hyperactive. Discharge o1 2yes, nosz2 and mouzh observa:d in
animals during exposure. Slight to mcderate rad exudatrs fre=
muzzle and eyes observed afzer exposure. Day ' post-
treatment red discolored areas under zuzzle and on foral
discoloration arcund 2yes and urogenizal area. ALl apgea

normal days 2-14. 6

Resulzs: o mortalities
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Study . .s3sificacion: Cgrz Xiaiaem Data. OCniy

M4 surieczs used. Atmospheris conceatration not datermined.
Since ail males survived a ncminal concentration of 290.4
my/1, it is dubious that r.malas would bz 10X as susceptible,
particularly as oral LDS0's Zetwesn the sexes were similar.
Additicnally, applicant has proposed :the toxicity Cateqory
III statement "Avoid breathing dust.”™ In liszu of a study on
females, it is prowiabls appropriate =o retain this stateaent.

Toxicity Category: IIT - CaUIICH

Acute Zve Irritation Potential Study I Rabbits -
Ametrina Tecnica; Hazelton Project lo. 913-104; April 1,
1975.

Proce~.r2: 38 mg of test 2atrerial, Ametrina Tecnica, was

applied into one eye of each of 3 New Zealand white rabbits;
all eyes unrinsed. Scoring at 24, 48 and 72 hours.

Resulz3: Mo corneal, iris irrization notad. 2t 24 nours
5/6 showed slight conjuncctival redness, 2/5 at 48 Zours; all
normal by 72 hours.

Study Zlasszificazi_a: Core Suppismenctary Data.

Dose is :too small to determinz approgriata toxkicicy catesgory.

Acute Zve Irritation Studv Lz Eatbits - ametrv/ne; Zazeltzn
Project No. 315-113; April 13, 1973,

Procedure: 9.1 ml (130 mg} = zes:z mazerial, znezzyme,
was applied into one aye 0I sach of 3 lew Zealand wni=za
s Treated eyes were wasped with 200 nal. of wap water

‘20 seconds post-treatment. S3corizg at 24, 43 and 72 hours.

irrication noted. AT 24 hours

Results: No corneal, iris
redness {score = 1), All 3cores

3/3 showed conjunctival
were zsro by 48 hours.

Study Classification: Core Supplementary Dacta.

"

The "amerryn" formulacticn 1s nct speciiied. Ince
identified, we could consider -pgrading the zlassificariza

T
o Core Minimum Data.

(r

Primarwv Skin Irritatio b as5pr=3 — Amerrina
Tecnica; Hazelton Projecc = 213-105; april 1, 1973,
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“metrina Tecnica moistaned with
Zistilled water was azplied to sach of 2 sizas (1 abraded,

1 intact) on each of 5 lew Zealand white rabpits. EZxposure
#“as under occlusive wrap for 24 hours. Draize scoring at 24
and 72 hours.

Results: All scores were zero.

Study Classificaticn: Core Minimum Data.

Toxicity Category: 1I7 .
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Page is not included in this copy.

Pages éz through 1 are not included.

The material not included contains the following type
information:

__ Identity of product inert ingredients.

Identity of product impurities.

Description of the product manufacturing process.
Description of quality control procedures.
Identity of the source of product ingredients.
Sales or other commercial/financial information.
A draft product label.

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

The document is a duplicate of page(s)

EEREENEREN

The document is not responsive to the request.

of

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.




