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SAMPILLE NUIMBER: 20905761 , PAGE %

SAMPLE: T-4102

OECD ORAL SCREEN

Dbjsctive: To determine the acute oral toxicity produced when a test
material is administered by the oral route (gavage) to rats sccording to
the Organisation for Economic Cooperation and Deuvelnpment's Guidelines
far Testing of Chemicals.

Test Material: T-4102

Physical Description: Dark amber liquid

Purity and Stability: Sponsor assumes responsibility for
purity and stability determinations.

Storage and Retention! The test material was stored at ronm temperature.
Any unused material will be discarded according
to HLA Standard Operating Procedure.

Safety Precasutions: Normal handling procedures were used according
to HLA Standard Operating Procedure.

Test Animal: Young adult albino rats of the Sprague-Dawley strain weres
procured, separated by sex, maintained in group cages in temperature-
and humidity-caontrolled quarters, provided continuous sccess to Purina
Rodent Chow and water, and held for an acclimation period of at least
7 davs. Animal husbandry and housing at HLA comply with standards
outlined in the "Guide for the Care and Use of Laboratory Animals".

Jf variatinons from the prescribed environmental conditions existed,
they were documented and considered to have no effect on the studu
custcome. No contaminants were expected to have been present in the
feed or water which would have interfered with or affected the results
nf the study.

Acclimated animals were chosen at random for the study. Test animals
were housed by sex in groups of five and identified by animal number

and corresponding ear tag. Frnod and water were available ad libitum

‘throughout the study, except for an owvernight period just before

test material administration when food, but rot water, was withheld.

Feason for Species Selectinon: The rat is the animal classically used due to
its small size, ready availability, and large amnunt of background data.

Methad: Fiwve male and five female rats weighing from 200 to 284 g were

used for each dose leuvel. The study consisted of two dnse leuvels
(3.%0 and 5.0 grka).

Freparation and Administration of Test Material: An individual dnse
was calculated for each animal hased upon its fasted bady weicht
and administered undiluted by gavage.

The dose wolume of the test material varied per dose level_based upaon
an averaqe bulk density of 1.08 grml. '
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SAMPLE HNLIMBER: 709205761 PALGE 4

SAMPLE: T-4102

QOECD DRAL SCREEN (CONTINUED)

Reason for Route of Administration: This is the method for administering
a known quantity of test substance and has been the route of chnoice
historically.

Observatinns: The animals were observed for clinical signs and mortality
at 1, 2.% and 4 hours after test material administration. The animals
were nbserved daily thereafter for 14 daus for clinical signs and twice
a day for martality.

All animals weres weighed just before test material administration, at

? days and at study termination (or at death).

Pathology: At study termination surviving animals were euthanatized.
Animals which died on study or euthanatized at study termination were
subjented to a gross necropsy examination and abrormalities recorded.
Follnwing necropsy, animals were discarded and no tissues were sawved.

Etatistical Mathods: Other than average body weights, no other statistical
methaod was performed.

Location of Raw Data and Final Report: The raw data and a copy of the final
report will be retained in the archiwves of HLA.
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SAMPLE NIIMBER: 70905741 PRBE

SaMPLE: T-4102

OFECD DRAL SCREEN (CONTINUED)
SUMMARY
Test Animal: Albinn Rats - Sprague-Dawley strain
Saurce: Charles River Laboratories, Inc., Portage MI

Date Animals Received: 09,08, 10r/12, and 10/26/87

Method of Administration: Oral Gavage

Date Test Started: 10,2687 Date Test Completed: 1i-/20/87
Estimated Oral LLD50: Male - Between 0.50 and %.0 g-/kg of body weight
Female - Between 0.50 and 5.0 g/kg of body weight
Dose Lewvel Auverage Bndy Weights (g) Mortality (Number
(askag) Initial Day 7 Terminal Dead~Number Dosed)
Male n.%0 272 273 339 275
.00 265 ——— - c/5
Female 0.%0 210 198 238 6s5%

\Jl

A0 216 - -—— /5

3
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SAMPLE NIIMBER: 702087461 FPAGE é
SEMPLLE: T-4102
NECD NRAL SCREEN (CONTINLIED)
CLINICAL SIGNS
(No. of Ariimals Affected)
Hours Days
1.0 2.% 4.0 1 2 3 4 5 & 7 8 9 10 11 12 13 14
DOSE LEVEL: 0.50 gs/kg of body weight
Males
Appeared normal © & 5 5 % 4 0 0 3 2 3 > 3 2 2 >
Angressive
behawvior 0 0 ] 0 0 0 2A1 1 0 0 O i} 0 D ] ]
Hupersensitivity
tn touch 0 0 n g0 o0 0 0 1 2 © 0 0O 1] 0 0 0 0
Hypoactivity 0 ] 0 0 0 0 n 2 1 0 0 ] ] 0 0 0 0
Intermittent claonic
convulsions 0 0 0 D 0 0 0 0 10 0 @ N 0 {1 0 N
leath 0 0 0 0 ¢ 0o 2B 0 0O 0 0 O g 0 0 0 a
Females
Appeared normal 5 ] S 5 &« % ¢ 0 0 2 3 3 4 4 4 a4 4
Aggressive
behavior B 0 0 0 ¢ 0 % 4 0 0 0 0O 0 I} 0 0 n
Hypoactivity 0 g D 0 1] 0 0 1 1 0 0 0 (] ] 0 n 0
Hupersensitivity
tn touch 0 0 0 0 0 0 B 2 4 1 1 1 ] 0 1} 0 1]
Ataxia 0 o ] c 0 8 0 1 1 0 0 @0 0 0 0 0 0
Intermittent clonic
convulsiaons 0 0 0 ¢t 0 0o 0 2 0O 0 0 O b 0 0 0 0
Alnnecia - '
back region 0 0 0 c 0o 0o 0o 1 1 1 1 1 1 1 1 1 1
A - Sign noted after a.m. observation.

B - One animal found dead after a.m. observation.
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SAMPILE NLMBER: 70905761 PAGE

SAMPLE: T-4102

NECD DRAL SCREEN (CONT INUED)

CLINICAL SIGNS (Continued)
(No. of Animals Affected)

Hours Daus
1.0 2.% 4.0 1 2 3 4 B &« 7 8 9 10 11 12 13
NNSE LEVEL: 5.0 ns/kg of body weight
Males

Hupoactivity 5 S 5 s 2 0 0 - - - - - - - - -
Minsis 4 0 0 n o 8 0 - - - - - - - - -
Ataxia ? 1 0 g0 o1 0 - - - - - - - - -
Red-stained

face 0 0 n 1 0 0 - - - - - - - - -
LLacrimation 0 D i} 2 0 0 g - - - - - - - - -
Yellow-stained

genital region 0 g 0 g 1 0 O - - - - - - - - -
Pain reflex

ahzent 0 0 0 g 1 0 8 - - - - - - - - -
Diarrhea 0 i3 a 1] 1] 1 g - - -~ - - - - - -
Tonie

convulsions 8 0 0 g o1 0 - - - - - - - - -
Excessive

salivation §] )] 0 ] ] 1 0 - - - - - - - - -
Leath {1 { 0 in2 1 1 - - - - - - - - -

Females

fopeared normal 0 i 0 2 0 ¢ 0 9 0 - - - - - - -
Hupnactivity 5 S 5 1 0 1 0 0 © - - - - - - -
Miosis 5 0 0 a0 o o 0o 8 0 - - - - - - -
Ataxia 1 2 1 1 1 o0 B 0 - - - - - - -
Yellow-stained - - - - - - -

genital region 0 0 o 2 1 2 2 2 0 - - - - - - -
Raspinag il ] N T ¢ o 0 OB 0O - - - - - - -
Red-stained - - - - - - -

face B 0] ] 1 1 1 0 0 g - - - - - - -
Fespiratory - - - - _ - _

congestion a 1] i 1 ] ] 0 0 pD - - - - - - _
Niarrhea 0 0 0 ¢ 1 o ©0 © ¢ - - - - - - -
Trnnic - - - - - - -

canvolsinns 0 0 n o n 1 0 2 a3 - - - - - — —
Neath 0 0 ] 1a 1 0 1 inl - - = - - - -

AR - Found dead at p.m. mortality check.
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SHEMPLE NUMBER: 20208741 PAiE

SAMPLE: T-4102

DECD DRAL SCREEN (CONTINUED)
PATHOLDGY

DOSE LEVEL: 0.50 g/kg of body weight

Animal Test Day

Mumher Sex Died Sacrificed Necropsy Comments

-a3n81 ™ 4 - No wvisible lesions.

~a3n8n M 4 - Uentral cerwvical region and
both mandibles cannibalized.

CnzoR2 M - 14 Nn visible lesions.

co3nre ™ - 14 No visible lesions.

ca3n8s M - 14 No visible lesions.

CN32a49 F - 14 No visible lesions.

Cn32a47 F - la No visible lesions.

Cn3250 F - 14 ‘ Nm visible lesions.

Cn32as F - 14 No visible lesions.

Cn33226 F - 14 No visible lesions.
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SAMPLE NIMMBER: 70905741

SAMPLE

OFCD ORAL SCREEN

DOSE L

Animal
Number

Cnnags

Cnnsns

cnnenl

CNnGA?e

rN3nss

Cn3nsg

rnsn3?

cnznze

CN7n3a

T-4102

EUVEL.:

Sex

M

™M

PATHOLOGY

5.0 askg of body weight

Test Day
Died Sacrificed

<
< -

(continued)

PAGE

(CONT INUED)

Necropsy Comments

Perineum stains - tan: stomach -
glandular portion has dark brown
focal areas (1 mm in diameter).

Perineum/perianal stains - uellow:

nasal discharge - dark red and
crusted.

Nasal and mouth areas - stained

brown; stomach - glandular portion

has dark brown areas (up to % x
1 mml,

Stomach - glandular poartion has
multiple, dark brown, pinpoint

foci.

Stomach - glandular partion has

dark brown areas (up to 2 x 1 mm).

Nno visible lesinns.

Stomach - glandular partion has

dark brown areas (up to 3 x 1 mm).

Stomach - glandular mucosa has

dark brown areas (up to 4 x 1 mm).

No visible lesians.

Perineum stains - brown:
paranasal discharge - red.

2
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SAMPLE NIUIMBER: ZD205761 PAGE

SAMPLE: T-4102

QOFCD NDRAL. SCREEN ' (CONTINUED)

References:

1. MArganisation for Economic Cooperation and Development's Guidelines
for Testing of Chemicals, Section 401, Acute Oral Toxicity,
adopted May 12, 1981.

2. O0OECD's Principles of Gond lLaboratory Practice, Annex 2, C(B1130
(Final).

3. NIH Publication Na. 86-23 (revised 1985).

n



PAGE 11

HLA LAB NO. 70905761
PATHOLOGY REPORT
Acute Oral Toxicity

Ten rats (five males, five females) from each of two dose levels (0.5 and
5.0 g/kg) were necropsied. The animals that died on test were refrigerated
and necropsied within 24 hours, usually the same day. All surviving animals
were euthanatized and necropsied at tnhe termination of the study. The dose
level, day of death, and gross observations recorded for each animal are on
pages 8 and 9 of this report.

The most frequently recorded observations were in those animals that died on
test. The mucosa of the stomacn (glandular portion) of several animals had
dark brown areas of variable size which were possibly treatment related. A1l
other observations were considered related to postmortem change or incidental
findings which were not related to treatment.

/25— FF
I'hom . Palmer, Uate
Pathologist

(1734mcs)
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DOSE ADMINISTRATION/BODY WEIGNT/MORTALITY RECORD

Study Title: Acute Oral Yoxicity

Test Materha: T -4 102

Bulk Density: |.0C

Route of Administration:

/mL) Species/Strain:

Oral Gavage

Vehicle:

Albino Rat/Spraque-Dawley Source:

NA

HLA: 10905 76/

__Char)es Rivar

o

~

lo/; ?_/37

Date Rocalved: lvlzbti’) Fd

Dose Level: ©O. 5’2 2(9/&0) Fasted Date/Timo/Techniclan NJS'}?"/ 3:50 pmt { % Room Mo, S’

. Unused anima) returned

Dose Volume 047 (m/kg) Sex: /Malelfcmale vose Vima: 111254~ Technlclan ‘D?tb:‘, Scale Used/sTrbn)
Anima) Mo, co [3R | |38 3080 L6 | 3K Re lj{o HA
Prefasted Body weight (9) |\ ' \x >
Fasted Uody Weight (g) g l2e3]l284| 260 7€73 \ il nle | s22.¢
Actua) Dose (m) 0.1Z0.12]9.12]0.13 |0.13 \\ e “/é 7 m/e[%rﬁ
Vay 7 Body Weight (g) | 0 2635 B 1189260 N\ Bl iz 1509
Day 14 Body wetant (s) | ;3| 3ZE ") 349 | 34O N\ LU o) S228
Dead Dody Welght (g) z-é Z’-’? I
g l‘i‘g’? "

Dose Volume Q,H ] {m./kg) Sex: Mala/fema Dose Tima: |1- S04~  TYochnician Da Scale Used K1/
Mntis) o, col349 5297 ve 50|32 K] 332 | e |
Prefasted Body Weight ( L_&&L{ \\\ Ba_ D
Fasted Body Welght (g) i1 1214 222 200|701 |- Uf’;,’ 5218_
Actua) Dose (m) O0.1010.10]0.10 |0.04 0.0 ' \\ Yl //;0&7
vy 2 woay et 9) | 1A5%| 202 2. B 1909 & N\ A /s’r)/q
Day 14 body wetaht 1) | 2\E | 24§ 254 2391229 Ml d oz
Dead Body Wetght (g) o ;

nmmm {NO. DIED/NO. DOSER)

hose |Hour s St rllay
tana)[sex | |nm] v s e L L Mo |
0.5 | | P s [, U PG FL S 0 5 o, L T |
o5 |% EA%LDE % éT&’ZSUZS % /S%Zi%% 7% %ﬁ%ia]izi %11 ;M SB{ZZ{% A Z:’
lech. A [k B4 VPR Wt Lan | Bl L |eB| LS8 nal 4
e /A A AV LA LB G e A TGV VA A
HA - Not Applicable
* - Dosage calculated, but ::t‘:::':nlstered Revjewed ny__%)__ Nate /Q (o 57



OBSERVATIONS (Individual)

Dose level:  O.S %/]«S Test matertal: | — 4102
( Halaremale
Animal — Hou . Study Da
Number_ [Observations 1 42.514 1] 2,.3/415({6171819 ]10
Appeared Normal 4 VAT AN - .
Appeared Normal v A IV P A 7 % S = DA A P v
() O.qowcssnv< — |4 —l—==]=]-MA A= ]l-l= 11— — —
- [duppreicite d0 i i R i B e —
081
Agearedior_n_lgl v | NAY v Vz -
) — i— ] | e | VL -
Co gL <
3o§o
D S— 7
/ .
ppeared Normal — L7 1A I A=A e v v
co Q@ﬁ?niug behavior | — |—|—1]— = e 1~ e I I S Il I S
31\04:¥uk1 —_— | ] — | — A d AA=I=-]-1—1<=-1<=1-
3079
¢t JAppeared Normal v | AL v v P e WAV /T VT
Co PXS — =l = — ==y - 171 —-1— 1
. aoactive — —_— =] =l —=]=1—1]
/5"-738 h‘i?(r""&dnf‘ty& - bl Rl Bl Do Mt e ol Ll all Beall Bhandl Bl Bl
2lenic - —]—1 - ~ =l 1= ]
Deaths ' Ol 10710 olo 1o 10 10
Collected by ks aﬁmm ﬁﬂlg/i; oA | 44|07
Date 1‘3?7 VAYAYALVEINPATA DD IO A VAT,

/\ll’ i

Fownc’ Jeof)' Ha.fz. ll/;a/eﬁ d%

=B manrsce.

Cter Am check ¢1fiofs?) M

HA: )70 S 76l

- Surviving animals
submitted for terminal

necropsy.
Technician 644

Date “/2““‘_/83

- Surviving animals
designated for sacrifice

and discard.
Technician Nﬂ

Date NA

v Indicates condition
exists
S1 Slight.
- Condition not evident.
* Found dead, P.M. check.
An -Nplr Hﬂﬁ/laﬂd//‘ A1t 52‘[})0

Reviewed by:
Date: /4. ,//f?ﬁ_—'




Dose level: .S 3»/'*’5-

OBSERVATIONS (Individual)

‘Test material: T - "" |OZ—

Maleffemale D

Pre- Hours . Study Da
vations dosel1 J2.51411]12:3[afs5]6]71819 hofw]12]13 114
Appeared Norma) Y |V =l =3 IV V2 1 7 BV VA I
ess|v ayiofr |—— ljem|—] —fd—f—| A==~ }= ==} = |~ ]| —
N ———— _,___,________V)(——~__ — ] o~ — -—-.
Appeared Normal ] v I VA VA V% ?@i—-’ VA4 TV A NA -
vier |—[——=I1-l=lId3/lv-I—-1-]_(—-1-1-1=
poacHve — =]l =il vivVv]ITI" - |- | =]~ | — | =
Mo xic — ===l vl -~ = |~ | —
cmitlent clons el ol el I e 7 ) O N I e = =
Appeared Normal 1A 2Ly ——l=1-1- | S e
uior' ——-'—'————"—g/‘/"‘-"" - - - _— -
1o Yoo |— j=—]— — 4 Adviviv — | =1—=1=1 -
—
4__'(
eared Normal ( i N VA V4 a4 = el I P2 2R 2 IV I Y A
PP P P e e e o o o I I
O dkermittewt come computsiod— | — |— |— | =] =|=| A=]=]-T-[=-|=] -1~ | -
» |hyposendiia < weh | — [ —[—|<=l=]—]~ =l =l=1=1=1-1-
14 ——
ppeared Normal o v A0 A8 -1-1=l-1- |- =1 1- ] —
mm—e_s:wczdnv:of‘ — =] =] =l—=]—] —I =l 11" 1" ] —
I Q! vosion | — 1— | — |— ==l A AAvIl AN ]
~_§¥isammzl—v wch — = |— === =] ===} —}— ] —
Eeaths .
ollected by 3% BW % .%&6‘ i 0
Pate 1987 WP ECAVAIAIRATEEATE VS A E S

® Incorrect entry 1tfiof8? 8

HLA: J090S 76 |

DErdvy ewvors H-IBTOM:

- Surviving animals
submitted for terminal

necropsy.
Techniclan /54

Date ”/7'0/?7

- Surviving animals

designated for sacrifice
and discard.
Technician NH

Date '\/ Pr

v Indicates condition
exists
S1 Slight.
- Condition not evident.
* Found dead, P.M. check
A”QrAACV‘/%ijozathbElilup£5)2%77

Reviewed by: 6@
Date: Q-1l-A7




Study Title: Acute Oral Toxlcity

Test Materfal: - ﬂmg

Bulk Density: [ n{, (g/m) Specles/Strain: Albino Rat/Sprague-Dawley Source:_Charles Riyor Dste Recalved:

DOSE ADMINISTRATION/BODY WEIGHT/MORTALETY RECORD

Yehiclp: MA

bose Lavel:_ S.0 - (9/kg) Fasted Date/Time/Tachniclan

HLA: 71091 l

2:30 pm./ & Room o, S

9, /@W %"

Route of Administration: QOral Gayage 1% /&7
Dose Volmﬁ)g#)j (ml/kg) Sex:CMalgKNemale Dosa Time: 1{i,5/9m| Technlclan 4?!@7 Scale Uscdl(mo",
Animal Mo, Co 1o499 1o [23%%) 0§0]|0§(oz- (14 IOT/Z,(- _HA
Prefasted Body Weight (g) Nﬂ - \\ >
Fasted Body Weight {g) 274‘ &ZZ&LL’L 2-5-, \ _/:% g& _IVSﬁ"‘;b i
Actus) vose (u) L3 \.i L2 11, | v AN —8 volaw | 770 s
Vay 7 Dody Weight {q) llw" ( 2/ oy bfka‘l IOL% M { \ Ba S
Day |4 Body Weight (g) Zﬁz ' ,ﬁ@ Jé :;ﬁ \
Dead Body Velght (g) 234 |2do 1232213 1232
4.7 .
Dose YOM@;‘?‘? {w./kq) _Sext _Haleffema Doge Tima: ;/./0 Am | Techniciag IDltl Scale Usedﬁ‘mﬂl
Matast to. co |05 13034303 2{3029] 203 5]\ B fofee|  m
Prefasted Body Wetaht (a) [N — ¢ vy
Fasted Bady Welght (g) 213220 22| ?—l‘-l 211 \ S lof2e | 15O 19
Actua] Dose (w) .0 Q{AO:( 1.0 1,0 @"ﬁo \\\ (10 IO/&Q_ Tlr"};} Bgf.)‘ £7
bay 7 pody vetght () [ O %m% —
Day 14 Uody Weight {g) %ﬁﬁ % “ ﬁ \
bead Body Uelght (g) 129 11957 8lz02] k7 ; ftnn 60l
MORTALITY (NO. DIED/NO. DOSE!]') Enhyrror Correcte ah(.)
I e o e P e ) PO
f9/kg) |dex ” ? ; L) L ‘ en evrors O
<o |5 | T PV y,;logy% " A — - S |5 omimdls dedd on
so |9 1% D/ Z’ ‘75%%% s OEI& l/5 NA . — ’M.Zisﬂ R Rr‘:a' /-1-87
lech. %MM@'@M% %@Kﬂjﬁ_ Tt ua| B4
vate 1981 1 - ?‘ﬁﬁh il ‘ — wl '3

NA - Not Applicable

- Dosage calculated, but not sdministered
unused animal returned to stock

Rev fewed Iy_%_ pate_/Q I, BT



Dose lev

el: S.Oq/KQ
T

Test

Qalhremle

HLA: 710905 1(]|

OBSERVATIONS ( Individual)
matertal: “T-4{0g

Animal Pre- | __ Hours Study Da
Number 0 112.5/411 31 4 118 101 12113 114
Appeared Normal o e o B el B -
o~ Hug — | 21T AV~ = i
WaYrhéo ) e ““‘—‘—""““\;“"
i 3 o) | T ] | =] ] - - -
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