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Doce-Range-Finding Study in Rats
M 402-R7-009-84
SUMMARY

In a Dose~Range-FPinding Study, twenty fasted animals, two per sex, were

adainistered Saytex 111, Lot 20-1831-A at 500, 2500, 5000, 7500 and 10,000
®g/kg by oral gavage. Diarrhea and wet pellage in the anal-genital rcgion
were observed during the study at the 500, 2500, 5000 and 7500 mg/kg dose
levels. No aigns weres cbserved at the io,ooo ng/l:g dose level. None of the
animals died during the seventy two hour study.

Based upon the results from the Dose-Range-Finding s;.udy in Rats, Saytex
111, Lot # 20-1831-A was determined to be non-toxic at dose ievels of S$00,

2500, 5000, 7500 and 10,000 mg/kg and the Oral LD__ would be predicted to be

50
greater than 10 gm/kg.




Dose~-hange-Findirg Study in Rats

PH 402-ET-009-84
Ethyl Corporation
8000 GSRI Avenrue
Baton Rouge, ILouisiana 70820

Testing Facility: Fharmakon Research International, Inc.

Waverly, Pennsylvania 18471

Test Pacility
S.0.P. No.: PH~402

Study No.: PH 402-ET-009-84

Purpose of
the Study: To deermine the acute toxicity of the test material.

Ownership of The sponsor owns the study. All raw data, analyczis,
the study:
and reports are the property of the sponsor.

St ' Monitor: Mrs. Beverly Pancamo, Ethyl Corporation

Study Director: Victor T. Mallory, B.S., Pharmakon Research

International, Inc.
Technical Victor T. Mallory, B.S., Susan E. Armondi and
Performance:

fary G. Bolus, B.A.

Dates of
Performance: October 1, 1984 through October 8, 1984

Records All raw data, final reports, documentation and
Maintained:
protccol will be maintained in the central files of
Pharmakon Research International, Inc.
Recordings: Notebook #3839, pages 92-95
Raw Data: Copies of notebooxk recordings attached.

TEST ARTICLE

Comuound
- < 3 I
Description: Saytex 111 -- Light peach powder

2




© 20=1831-A

Wot applicabls
7273 grams

Date Submitted: Septamber 28, 1984

Special Nandling .
- Instructions: Standard precautions

Analysis of The purity, rtdontir.y, strength and stability of the
Burity:
test article is the responsibility of the sponsor.

Stability: There was no apparent change in the physical state of
the test article &MQ administration.
TEST SYSTEM
Species: ~ Rat
gtrain: | Spregue Dawley
Supplier Cherles River Breeding Laboratories, Wilmington,
Anoueos): Massachusetts )

Sex: Male and female

Weight at
Initiation: 180 - 280 grams (after fasting)

No. on Study: . Twenty (20) (ten males and ten females)

Method and
Justification tor
Randomization: Selection based upon body weight.

Acclimation
Period: Five (5) days

stem of
Identification: Cages marked with animal group number and dose level, -

HUSBANDRY

Regearch Facility U.S.D.A. Registration No. 23-107 under the Animal
Registration:

Welfare Act 74: SC 2131 et seq.




wSes- ~ange—r iy Study in Rats

PH 40. ET-009-84

Sanitization:

Food Analysis:

Water Analysis:

Rationale for
Test System:
ettt e ————

Compoungd

—_—
?regarsticn:

Separate isoclation by test system.

Light cycle - 12 hours 1ight, 12 hours dark.
Temperatvre/Humidity - Maintained at a temperature of
22°C & 3°C and a humidity of 20 to 70s. -

Rats housed individually or in groups, according to
sex, in stainless steel %" wire mesh cages, Size in
accordance with ‘he "Guide for the Care and Use of
Laboratory Anim. _is™ of the Institute of Laboratory
Resources, National Research Council.

Waste material was removed daily. Cages and feeders

were sanitized every twc weeks.

Wayne Lab Blox", ad libitum, checked daily and added

or replaced as needed. Feeders were designed to
reduce sciling, bridging, and scattering.

Theve were no c-ataminants that were reasonably
expected to be present in the dietary material known
to be capable of interfering with the wrpose or
conduct of the study.

Availability - fr .h tap water, ad libitum. wWater is
monitored for cor .inants at periodic intervals
according "o Standard Operating Procedure FH-018.

METHOLG

As required by the regulatory agencies.

Dose Level Anount Weight Final Yolume
—{mg/kg) (gms) (m1)
500 1.0 10
2500 5.0 10
5000 10.0 10
7500 11.25 22.5
10,000 15.0




Malnistration:

Aoute of
Mainistration:

RMationale for

Route of
Administration:

Frequency and
Duration of

Muninistration:

No. of Animals
Per Dose Group:

No. and Code of
Dose Gmug:

Length of Study:

Methods of Study

Performance:

Results:

500, 2500, 5000, 7500 and 10,000 mg/kg

Based upon the request of the sponsor.

Corn oil

Oral, by gavage

Potential route for human exposure,

Once kl)

Four (4) (two males and two females)

Rat No. Dose .evel (mg/kg)
1-4 - 500

5-8 2500

9-12 5000

1-4 7500

5-8 10,000

Seventy-two (72) hours.

In the dose-~range-finding study, twenty fasted
animals, two per sex, were administered the test
article at 500, 2500, 5000, 7500 and 10,000 mg/kg,
orally by gavage. The rats were observed immediately
and at 1 and 4 hours after dosing and daily thereafter
for 72 hours.

Diarrhea and wet pellage (anal-genital region) were
observed during the study. No signs were cbserved in
any animals at the 10,000 mg/kg dose level. None of
the rats died at 500, 2500, 5000, 7500 or 10,000 mg/kg

dose levels,




Dose~Range-Finding Study in Rats

PE 402-ET-005-84

Conclusion:

AT1484

Based upcn the results frou the Dose-Range-Finding

Study in Rats, Saytex 111, Lot §# 20-1831-A was
determined to he non-f oxic at 500, 2500, 5000, 7500

ani 10,000 mg/kg and the Oral LD_,. would be predicated

50
to grea“er than 10 gm/kg.
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