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15-AUG-94
93046 TABLE A 017
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS
ORAL ADMINISTRATION (GAVAGE)
INDIVIDUAL MATERNAL CLINICAL OBSERVATIONS DURING GESTATION

TEST GROUP 0 (0 MG/KG BHW/D)

DAY OF 1 111 1
FEMALE# OBSERVATIONS GESTATION 012345678901 2345¢67890¢0
1 NOTHING ABNORMAL DETECTED peppPpPPPPPPPPPPPPPPPEPP
2 NOTHING ABNORMAL DETECTED peppPPPPPPP ppPPPPPPPPP
3 NOTHING ABNORMAL DETECTED pepPPPPPPPPPPPPPPPPPPP
4 NOTHING ABNORMAL DETECTED pPPPPPPPPPPPPPPPPPPPP
5 NOTHING ABNORMAL DETECTED ppPPPPPPPPPPPPPPPPPEPEP
6 NOTHING ABNORMAL DETECTED pPPPPPPPPPPPPPPPPPPPEP
7 NOTHING ABNORMAL DETECTED peppPpPPPPPPPPPPPPPPPPPP
NOTHING ABNORMAL DETECTED peppPpPPPPPPPPPPPPPPPPPEP
9 NOTHING ABNORMAL DETECTED ppPpPPPPPPPPPPPPPPPPPPEP
10 NOTHING ABNORMAL DETECTED pPPPPPPPPPPPPPPPPPPPP
11 NOTHING ABNORMAL DETECTED ppPPPPPPPPPPPPEP P PP PP
12 NOTHING ABNORMAL DETECTED ppPppPpPPPPPPPPPPPPPPPPPP
13 NOTHING ABNORMAL DETECTED ppPppPPPPPPPPPPPPPPPPEP
14 NOTHING ABNORMAL DETECTED ppPpPPPPPPPPPPPPPPPPPEPP
15 NOTHING ABNORMAL DETECTED pppPPPPPPPPPPPPPPPPPEPEP
16 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPEPP
17 NOTHING ABNORMAL DETECTED ppPPPPPPPPPPPPPPPPPPPP
18 NOTHING ABNORMAL DETECTED pppPpPPPPPPPPPPPPPPPPEPEP
19 NOTHING ABNORMAL DETECTED pppPpPPPPPPPPPPPPPPPPPP
20 NOTHING ABNORMAL DETECTED ppPpPPPPPPPPPPPPPPPPPPEP
21 NOTHING ABNORMAL DETECTED pepPPPPPPPPPPPPPPPPPEPTP

CODE: 1-SLIGHT 2-MODERATE 3-MARKED P-PRESENT
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93046 TABLE : A 018
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUBY IN RATS
ORAL ADMINISTRATION (GAVAGE)
INDIVIDUAL MATERNAL CLINICAL OBSERVATIONS DURING GESTATION
TEST GROUP 0 (0 MG/KG BW/D)
o DAY OF 11111111112
FEMALE# OBSERVATIONS GESTATION 01234567890123456783920
22 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPEP
23 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP
24 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP
25 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPEPPP

CODE: 1-SLIGHT 2-MODERATE 3-WARKED P-PRESENT



15-AUG-94 .
93046 PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS TABLE hoow
ORAL ADMINISTRATION (GAVAGE)
INDIVIDUAL MATERNAL CLINICAL OBSERVATIONS DURING GESTATION

TEST GROUP 1 (100 MG/KG BW/D)

FEMALE# OBSERVATIONS géngTION 612345672879 é % % é i g é % é é g
26 HOTHING ABNORMAL DETECTED pPPPPPPPPPPPPPPPPPPPPEP
217 NOTHING ABNORMAL DETECTED pPPPPPPPPPPPPPPPPPPEPP
28 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPEPEP
29 NOTHING ABNORMAL DETECTED pPePPPPPPPPPPPPPPPPPPEPP
30 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPTP
31 NOTHING ABNORMAL DETECTED pPPPPPPPPPPPPPPPPPPPPEP
32 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPEPP
33 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPEPYP
34 NOTHING ABNORMAL DETECTED pPPPPPPPPPPPPPPPPPPPPEP
35 NOTHING ABNORMAL DETECTED pPPPPPPPPPPPPPPPPPPPPEP
36 NOTHING ABNORMAL DETECTED pPPPPPPPPPPPPPPPPPPPEYP
37 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPY
38 NOTHING ABNORMAL DETECTED pPpPPPPPPPPPPPPPPPPPPEP
39 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPEP
40 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPEP
41 NOTHING ABNORMAL DETECTED pPPPPPPPPPPPPPPPPPPPEP
42 NOTHING ABNORMAL DETECTED pPPPPPPPPPPPPPPPPPPPPEP
43 NOTHING ABNORMAL DETECTED pPPPPPPPPPPPPPPPPPPPEP
44 NOTHING ABNORMAL DETECTED pPpPPPPPPPPPPPPPPPPPPEP
45 NOTHING ABNORMAL DETECTED P PP P.P PPPPPPPPPPPPPPPP
46 NOTHING ABNORMAL DETECTED pPPPPPPPPPPPPPPPPPPPEYP

CODE: 1-SLIGHT 2-MODERATE 3-MARKED P-PRESENT



15-AUG-94
93046 TABLE : A 020
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS
ORAL ADMINISTRATION (GAVAGE)
INDIVIDUAL MATERNAL CLINICAL OBSERVATIONS DURING GESTATION
TEST GROUP 1 (100 MG/KG BW/D)
o DAY OF 111 1111
FEMALE# OBSERVATIONS GESTATION 012345678901234567890
47 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPEPSP
48 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPEP
49 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPEPEP
50 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPEPREP

CODE: 1-SLIGHT 2-MODERATE 3-MARKED P-PRESENT



15-AUG-94
73046 PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS TABLE oo
ORAL ADMINISTRATION (GAVAGE)
INDIVIDUAL MATERNAL CLINICAL OBSERVATTONS DURING GESTATION
TEST GROUP 2 (400 MG/KG BW/D)
FEMALE# OBSERVATIONS 82§T2¥10N 012345¢672879 é i 2 3 i % é % 89 g

51 NOTHING ABNORMAL DETECTED ppPpePpPePPPPPPPPPPPPPPEPP
52 NOTHING ABNORMAL DETECTED pPPPPPPPPPPPPPPPPPPPPP
53 NOTHING ABNORMAL DETECTED ppPpPPPPPPPPPPPPPPPPPPP
54 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPRPPPPPPEPEP
55 NOTHING ABNORMAL DETECTED pppPPPPPPPPPPPPPPPPPEPYP
56 NOTHING ABNORMAL DETECTED ppPPPPPPPPPPPPPPPPPPREP
57 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPEP
58 NOTHING ABNORMAL DETECTED pppPpPPPPPPPPPPPPPPPPPTP
59 NOTHING ABNORMAL DETECTED ppePppPPPPPPPPPPPPPPPPEPP
60 NOTHING ABNORMAL DETECTED pPPPPPPPPPPPPPPPPPPPPEP
61 NOTHING ABNORMAL DETECTED ppePpppPpPPPPPPPPPPPPPPPEP
62 NOTHING ABNORMAL DETECTED pppPppPpPpPPPPPPPPPPPPPPPP
63 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPEPEP
b4 NOTHING ABNORMAL DETECTED pepepppPpPPPPPPPPPPPPPPPP
65 NOGTHING ABNORMAL DETECTED ppepePpPpPPPPPPPPPPPPPPPYP
66 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPRPEP
67 NOTHING ABNORMAL DETECTED pPPPPPPPPPPPPPPPPPPPPEP
68 NOTHING ABNORMAL DETECTED pPPPPPPPPPPPPPPPPPPPEPP
69 NOTHING ABNORMAL DETECTED ppPPPPPPPPPPPPPPPPEPPP
70 NOTHING ABNORMAL DETECTED pepePpPpPPPPPPPPPPPPPPPEPP
71 NOTHING ABNORMAL DETECTED ppePpPPPPPPPPPPPPPPPPEP

CODE: 1-SLIGHT 2-MODERATE 3-MARKED P-PRESENT



15-AUG-94
93046 TABLE : A 022
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS
ORAL ADMINISTRATION (GAVAGE)
INDIVIDUAL MATERNAL CLINICAL OBSERVATIONS DURING GESTATION
TEST GROUP 2 (400 MG/KG BW/D)
o . DAY 0 TITiii1ii111 2 i
FEMALE# OBSERVATIONS GESTATION 0123456789012345678090
72 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPEP
73 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP
74 ROTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPEPEP
75 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP

CODE: 1-SLIGHT 2-MODERATE 3-MARKED P-PRESENT



15-AUG-94
93046 TABLE A 023
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS
(NDIVIDUAL MATERWAL CLINICAL OBSERVATTONS BURING GESTATION

TEST GROUP 3 (1,000 MG/KG BW/D)

FEMALE# OBSERVATIONS 82§T2$ION 0123456789 é i 2 3 4 é é 7 é é S
76 NOTHING ABNORMAL DETECTED peppPpPPPPPPPPPPPPPPPPPEP
77 NOTHING ABNORMAL DETECTED ppPpPPPPPPPPPPPPPPPPPPTP
78 NOTHING ABNORMAL DETECTED pPPPPPPPPPPPPPPPPPPPPEP
79 NOTHING ABNORMAL DETECTED pppPppPpPPPPPPPPPPPPPPPPP
80 NOTHING ABNORMAL DETECTED pPppPppPPPPPPPPPPPPPPPPPEP
81 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPEP
82 NOTHING ABNORMAL DETECTED ppPpPPPPPPPPPPPPPPPPPEPEP
83 NOTHING ABNORMAL DETECTED ppPpPPPPPPPPPPPPPPPPPPP
84 NOTHING ABNORMAL DETECTED pPPPPPPPPPPPPPPPPPPPEP
85 NOTHING ABNORMAL DETECTED pppPppPPPPPPPPPPPPPPPPPP
86 NOTHING ABNORMAL DETECTED peppPPPPPPPPPPRPPPPPPEPP
87 NOTHING ABNORMAL DETECTED pppPpPpPPPPPPPPPPPPPPPPP
88 NOTHING ABNORMAL DETECTED pPpPPPPPPPPPPPPPPPPPPP
89 NOTHING ABNORMAL DETECTED pPPPPPPPPPPPPPPPPPPPEP
90 NOTHING ABNORMAL DETECTED peppPppPPPPPPPPPPPPPPPPPP
91 NOTHING ABNORMAL DETECTED pepePpPpPPPPPPPPPPPPPPPPP
92 NOTHING ABNORMAL DETECTED ppePPPPPPPPPPPPPPPPPPP
93 NOTHING ABNORMAL DETECTED pPPPPPPPPPPPPPPPPPPPP
94 NOTHING ABNORMAL DETECTED pppPPPPPPPPPPPPPPPPPPP
95 NOTHING ABNORMAL DETECTED pPPPPP P pPPPPPPPPPPPP
96 NOTHING ABNORMAL ODETECTED ppPppPppPPPPPPPPPPPPPPPPPP

CODE: 1-SLIGHT 2-MODERATE 3-MARKED P-PRESENT



15-AUG-94
93046 TABLE : A 024
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS
ORAL ADMINISTRATION (GAVAGE)
INDIVIDUAL MATERNAL CLINICAL OBSERVATIONS DURING GESTATION
TEST GROUP 3 (1,000 MG/KG BHW/D)
DAY OF TTiiii1i1111112 T
FEMALE# OBSERVATIONS GESTATION 01 234567890123 45¢67897¢90
97 NOTHING ABNORMAL DETECTED pPPPPPPPPPPPPPPPPPPPPEY
98 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPEP
g9 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPEP
100 NOTHING ABNORMAL DETECTED PPPPPPPPPPPPPPPPPPPPP

CODE: 1-SLIGHT 2-MODERATE 3-MARKED P-PRESENT



15-AUG-94

93046

025

A

TABLE

PRENATAL TOXICITY STUDY IN RATS

ORAL ADMINISTRATION (GAVAGE)

INDIVIDUAL ABSOLUTE AND RELATIVE MATERNAL

30R0246/93046:

PROJECT NO.

ORGAN WEIGHTS

TEST GROUP 0 (0 MG/KG BW/D)

—m
[T T
o oF

LIVER

ABS.
g

HEIGHT
g

FINAL BODY

FEMALE#

NOCOOSTMA—OOM MM~ T OONST MO T M
- TMONUNCNOOT A =N NN MWN
el T NN NN NM M IO TR O TP

TS ST T TMOT TN TN T

O EFMONOMO TN A OUNM O NN
AP P D AP et DI TN rd O < =T OO =T — 0 WO
OO O ONOTN O DO DN OO N
D e Ran e B B B R e B N e e R RN e R e R e e K e R ]

NOT D OMOTUIMITNONNOTOoONRDOO D
.........................
IO SN NSO O AN T OO
M ONANTT RO ONST A NONOVO
M mMara g mMmEnMmMasEmMmMET Mmoo

HMONOTDODANOOO NN — MWD
R K R R R R R R K FaVE o VR o VYN R oV o N}

o < w10
MmO

<O

N 0
™Mo

REL.=RELATIVE OR

REL.%FBW=(ABSOLUTE ORGAN WEIGHT/FINAL BODY WEI

FBH=FINAL BODY WEIGHT

T
0

HEIGH
10

N WE
T) X

GA
GH

ABS.=ABSOLUTE ORGAN WEIGHT




15-AUG-94

93046

026

A

TABLE

ICITY STUDY IN RATS

2

PRE
ORAL ADMINISTRA

30R0246/93046:

INDIVIDUAL ABSOLUTE AND RELAT

PROJECT NO.

TEST GROUP 1 (100 MG/KG BW/D)

=
-
[STR I
oz o
oz
[eE]
>
-
- -
vy
o o
<
-
o
o
m T
(L]
wd O
<
==
—
[V
£
[es)
—
<L
=
w
L7

MONSRONSOO IO~ EOTRN TN SO~
OOV ANNRDMNONTTNINW—O—~NNONO MM
LR LTOMNM~HONMTO —NDOWNONT O T
----- W e s 4 & e s 8 s s e s o+ s a2 s s e s o

NN TSNS TSI M T ST

NN OOONICONNOM AN OO0 O
MOk NN AN ~SDONONT O T IMNC M

.........................
NGO OONNN NN oMo NO T O~
B b kb b R R e R R e R R R R e R e B o R B o i o e

OO TOOUNNNNNMOONTNOUN OO OO

.........................
COTANMOMATMNOTONMOMN OO T WM
MEOOOMA~NNOCOTOROD~-OMO MO0 D
N TN TG TN INNMST O ST

a. a o [=9
= == =
x x X >

OO ANMNTNONDDRO=NNTN OO O
NN MM MMM MMM S S < < << <SS S W

FBHW=FINAL BODY WEIGHT

N WE
T) X

REL.=RELATIVE ORGAN WEIGHT
) 100

x=EXCLUDED FROM MEAN

ABSOLUTE ORGAN WEIGHT/FINAL BODY HWEIGH

UTE ORGAN WEIGHT

REGNANT

NOT P
ABSOL
FBH=(

P=
-
%

N
ABS.
REL



15-AUG-94

93046

027

A

TABLE

NATAL TOXICITY STUDY IN RATS

TION (GAVAGE)

IVE MATERNAL ORGAN WEIGHTS

< i~

PROJECT NO.

INDIVIDUAL ABSOLUTE

TEST GROUP 2 (400 MG/KG BHW/D)

LIVER

ABS.

FINAL BODY

FEMALL#

—m

o &

WEIGHT

g

g

WIS NOMOMTONOOFNOMMOSOMDO
OO AOLO OO WNOMMOMOOO—DMNE
MO LT AOOD = T A OO M) et O LD O e =T

.........................

S TS TR T MO T S TS S

WeADDRVOTMIMO LTI TNO—ON =N
TN OMMOUOUNMN OO OM AT NO O
..... PO L T T S S e S I ST ]
OONOUOIT DO~ OOOORD O DML —
[ e e R an Kan S R R R b R R Ran ban £ 3 Ran e Ean B Ko R

OFTUMOO VOO ONNTOON A DO

.........................
O ONUDMOT OO OO OO O T DO ND DO
NN OO ONNNNOO O SO <
NI MEIETEOMOMEOITMNS TS ONN ST ST TN O]

(=5 a. a. a.
= = = =
= x * >

NSO NOCO AN TN O OTO ~NM TN
IO NN O WD WD O O OO OO OO DO P IS PP P

N O v
T M
. .

- Oo

NS e
[SeRVoRaN]
.

FBW=FINAL BODY WEIGHT

REL.=RELATIVE
TE ORGAN WEIGHT/FINAL BODY W

x=EXCLUDED FROM MEAN

GAN WEIGHY

T

Z S



15-AUG-94

930456

028

A

TABLE

TOXICITY STUDY IN RATS

GAVAGE)

30R0246/93

PROJECT NO.

ORAL AD

TERNAL ORGAN WEIGHTS

~—

INDIVIDUAL ABSQLUTE A

TEST GROUP 3 (1,000 MG/KG BW/D)

=
—Jm
[FER RSN
o &
=4

Lt

=

—

I
wI
o0 o
<

>

(o]

O -
o
o
—t—
<<ld
=x

—

L.

W

)

el

<

=

uJd

FE

TONOVOMNC MMM OONDN NSO N
HOOMARNMTOO O~ —MOONNN~OMOOMO
O EMNMONM ADNNQ IO OO M S O
.........................

oSS mMTMNS TS o

NNNOT O~ T OONT—NDOTTNM N0
COMNOMOTNOTMOONNMCOCOHnoonmMm

.........................
OO ONO OV OANOAO NI — Do <
B kb R R R R e R R e R R R E e R e R R e R R R i

ONOON AN OODO TSSO OM DN T~
TAOD AN T NOMOONDNONTOMMOONO
O AN O~ ONOINDONONONO WO MO O
ST MM OITMNTTLTMNMMOIMN M ONST Mo

o
=

>
OO —~NMTNONDOOANMITNOANOOO

NN OOOOOVOWO RO OO
—

O~
[re Xa¥ oV

T o

o~ <
oy
. .

o~

N

FBH=FINAL BODY WEIGHT

o —

REL.=RELATIVE O

XCLUDED FROM MEAN
WEIGHT/FINAL BODY WE

[F8 Pvnd



15-AUG-94
93046 TABLE : A 029
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS
ORAL ADMINISTRATION (GAVAGE)
INDIVIDUAL MATERNAL NECROPSY OBSERVATIONS
TEST GROUP 0 (0 MG/KG BW/D)
TANIMAL T TTTTTTTTrTmmrmmrmmeen 0BSERVATION T TTTTTITITmTTmTmmTTTmmTTT POSITION/GRADE
1 NOTHING ABNORMAL DETECTED
2 NOTHING ABNORMAL DETECTED
3 NOTHING ABNORMAL DETECTED
4 NOTHING ABNORMAL DETECTED
5 NOTHING ABNORMAL DETECTED
6 NOTHING ABNORMAL DETECTED
7 NOTHING ABNORMAL DETECTED
8 NOTHING ABNORMAL DETECTED
9 NOTHING ABNORMAL DETECTED
10 NOTHING ABNORMAL DETECTED
11 NOTHING ABNORMAL DETECTED
12 NOTHING ABNORMAL DETECTED
13 NOTHING ABNORMAL DETECTED
14 NOTHING ABNORMAL DETECTED
15 NOTHING ABNORMAL DETECTED
16 LUNGS: EDEMA 3
17 NOTHING ABNORMAL DETECTED
18 NOTHING ABNORMAL DETECTED
19 NOTHING ABNORMAL DETECTED

POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL , 1-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT



15-AUG-94

93046 TABLE : A 030
PROJECT NO. 30R0246/93046: PRENATAL TOXICIT
ORAL ADMINISTRATION (GAVAGE)
INDIVIDUAL MATERNAL NECROPSY OBSERV
TEST GROUP 0 (0 MG/KG BW/D)

ANIMAL # OBSERVATION POSITION/GRADE
20 NOTHING ABNORMAL DETECTED
21 NOTHING ABNORMAL DETECTED
22 NOTHING ABNORMAL DETECTED
23 NOTHING ABNORMAL DETECTED
24 LUNGS: EDEMA 3
25 NOTHING ABNORMAL DETECTED

POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL , 1-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENRT



15-AUG-94 -
93046 TABLE : A 031
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS
ORAL ADMINISTRATION (GAVAGE)
INDIVIDUAL MATERNAL NECROPSY OBSERVATIONS
TEST GROUP 1 (100 MG/KG BW/D)
TANIMALF T TTTTTTTToTToTTmTmmTememmt OBSERVATION T TTTTTTonTTmmTmmmmmees POSITION/GRADE
26 NOTHING ABNORMAL DETECTED
27 NOTHING ABNORMAL DETECTED
28 NOTHING ABNORMAL DETECTED
29 NOTHING ABNORMAL DETECTED
30 NOTHING ABNORMAL DETECTED
31 NOTHING ABNORMAL DETECTED
32 NOTHING ABNORMAL DETECTED
33 NOTHING ABNORMAL DETECTED
34 NOTHING ABNORMAL DETECTED
35 NOTHING ABNORMAL DETECTED
36 NOTHING ABNORMAL DETECTED
37 NOTHING ABNORMAL DETECTED
38 NOT PREGNANT NOTHING ABNORMAL DETECTED
39 NOTHING ABNORMAL DETECTED
40 NOTHING ABNORMAL DETECTED
41 NOT PREGNANT NOTHING ABNORMAL DETECTED
42 NOT PREGNANT NOTHING ABNORMAL DETECTED
43 LUNGS: EDEMA 3
44 NOTHING ABNORMAL DETECTED

POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL , 1-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT



15-AUG-94
93046

TEST GROUP 1 (100 MG/KG BW/D)

PROJECT NO. 30R0246/9304
ORAL ADMI

INDIVIDUAL MATER

===

TABLE : A 032

PRENATAL TOXICITY STUDY IN RATS
STRATION (GAVAGE)
L NECROPSY OBSERVATIONS

NOT PREGNANT

NOTHING
NOTHING
NOTHING

ABNORMAL
ABNORMAL
ABNORMAL
NOTHING ABNORMAL
LUNGS: EDEMA

NOTHING ABNORMAL

DETECTED
DETECTED
DETECTED
DETECTED

DETECTED

POSITION/GRADE CODE: R-RIGHT,

L-LEFT, B~BILATERAL , 1-SLIGHT,



15-AUG-94
93046 TABLE : A 033
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS
ORAL ADMINISTRATION (GAVAGE)
INDIVIDUAL MATERNAL NECROPSY OBSERVATIONS
TEST GROUP 2 (400 MG/KG BW/D)
CANTmALy T OBSERVATION T POSITION/GRADE
51 NOTHING ABNORMAL DETECTED
52 NOTHING ABNORMAL DETECTED
53 NOT PREGNANT HYDROMETRA '
54 NOTHING ABNORMAL DETECTED
55 NOTHING ABNORMAL DETECTED
56 NOTHING ABNORMAL DETECTED
57 NOTHING ABNORMAL DETECTED
58 NOTHING ABNORMAL DETECTED
59 NOTHING ABNORMAL DETECTED
60 NOTHING ABNORMAL DETECTED
b1 NOTHING ABNORMAL DETECTED
62 LUNGS: EDEMA 3
63 NOT PREGNANT NOTHING ABNORMAL DETECTED
64 NOTHING ABNORMAL DETECTED
65 NOTHING ABNORMAL DETECTED
66 NOTHING ABNORMAL DETECTED
67 NOTHING ABNORMAL DETECTED
68 NOT PREGNANT NOTHING ABNORMAL DETECTED
659 NOTHING ABNORMAL DETECTED

POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL , 1-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT



15-AUG-94
93046
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS
ORAL ADMINISTRATION (GAVAGE)
INDIVIDUAL MATERNAL NECROPSY OBSERVATIONS

TEST GROUP 2 (400 MG/KG BH/D)

ANTMAL# 0BSERVATION
70 NOTHING ABNORMAL DETECTED
71 NOTHING ABNORMAL DETECTED
72 NOTHING ABNORMAL DETECTED
73 NOTHING ABNORMAL DETECTED
74 NOTHING ABNORMAL DETECTED
75 NOT PREGNANT NOTHING ABNORMAL DETECTED

POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL , 1-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT
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15-AUG-94
93040 PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS
[NDTVIDUAL WATERNAL NECROPS Y 8BSERVATIONS
TEST GROUP 3 (1,000 MG/KG BW/D)
CANIMALE T OBSERVATION TTTTTTTTmmmmmmmmmmmmommeees
76 NOTHING ABNORMAL DETECTED
77 NOTHING ABNORMAL DETECTED
78 NOTHING ABNORMAL DETECTED
79 NOTHING ABNORMAL DETECTED
80 NOTHING ABNORMAL DETECTED
81 NOTHING ABNORMAL DETECTED
82 NOTHING ABNORMAL DETECTED
83 NOTHING ABNORMAL DETECTED
84 NOTHING ABNORMAL DETECTED
85 NOTHING ABNORMAL DETECTED
86 NOTHING ABNORMAL DETECTED
87 NOTHING ABNORMAL DETECTED
88 LUNGS: EDEMA
89 LUNGS: EDEMA
90 HERNIA DIAPHRAGMATICA
91 NOTHING ABNORMAL DETECTED
92 NOTHING ABNORMAL DETECTED
93 NOTHING ABNORMAL DETECTED
94 NOTHING ABNORMAL DETECTED

POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL , 1-SLIGHT, 2-MODERATE, 3-MARKED, B—PRESENT



15-AUG-94
93046
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS
ORAL ADMINISTRATION (GAVAGE)
INDIVIDUAL MATERNAL NECROPSY OBSERVATIONS
TEST GROUP 3 (1,000 MG/KG BW/D)
TANImALE T OBSERVATION T TTTTTTTTTToToTTTTemTmmmTTmTe
95 NOTHING ABNORMAL DETECTED
96 NOTHING ABNORMAL DETECTED
97 NOT PREGHANT NOTHING ABNORMAL DETECTED
98 NOTHING ABNORMAL DETECTED
99 NOTHING ABNORMAL DETECTED
100 NOTHING ABNORMAL DETECTED

POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL , 1-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT
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BASF Page Bl

Abteilung Toxikologie
Department of Toxicology

Report; Project No.: 30R0246/93046

KEY TO THE ABBREVIATIONS USED IN PART B OF THE TABLES

MEAN = mean value

MG/KG BW/D = milligram per kilogram body weight per day
N/#/NO. = number

S.D. = standard deviation

% = per cent

All other abbreviations used are explained in the tables.



TEST GROUP 0 (0 MG/KG BW/D)

15-AUG-94
93046
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS
ORAL ADMINISTRATION (GAVAGE)
INDIVIDUAL FETAL STATUS AND UTERINE LOCATION

1 MA MA FA FA MA E MA MA MA MA /FA FA MA MA MA
2 MA MA MA MA FA MA MA MA /MA FA MA MA MA HMA MA FA MA
3 L FA FA MA MA MA FA MA FA MA FA FA FA JFA MA MA FA FA MA FA FA
4 MA FA MA /MA FA FA FA
5 L MA MA FA FA FA FA MA FA MA /MA FA FA MA FA
6 FA MA FA FA MA FA MA / L FA MA MA HMA FA MA HA MA
7 FA MA MA MA E MA MA /FA MA MA MA MA FA MA FA HMA FA
8 FA MA FA MA E MA MA FA FA FA FA FA /MA FA MA FA HA HMA
9 FA MA FA MA MA FA MA FA MA MA /MA FA FA FA FA FA
10 MA MA MA MA FA FA MA FA /MA FA MA FA MA FA
11 FA MA FA MA FA FA FA FA MA MA MA MA /FA MA FA
12 MA MA MA L L L FA MA MA FA MA /MA MA FA E E
13 FA E FA MA MA HA FA E /MA E FA FA FA FA MA
14 FA MA MA E E FA FA MA FA /MA FA FA FA FA
15 MA FA MA MA FA FA /FA MA FA MA FA FA FA
16 L MA FA FA FA FA FA HMA
17 MA FA FA MA FA FA FA MA FA MA E /MA MA MA MA
18 FA FA FA FA MA FA FA /
19 MA FA MA MA E FA MA FA /MA MA MA MA MA MA FA
20 FA FA MA FA /FA FA MA FA MA MA MA MA
21 MA MA MA MA FA MA MA MA L FA /MA FA E L MA
22 MA MA MA FA FA FA MA FA FA /FA MA MA FA
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PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY I[N RATS
ORAL ADMINISTRATION (GAVAGE)
INDIVIDUAL FETAL EXTERNAL O0BSERVATIONS
TEST GROUP 1 (100 MG/KG BW/D)

FEMALE# FETUS# OBSERVATION POSITION/GRADE
31 (CONTINUED)
15 NOTHING ABNORMAL DETECTED
32 1 NOTHING ABNORMAL DETECTED
2 NOTHING ABNORMAL DETECTED
3 NOTHING ABNORMAL DETECTED
5 NOTHING ABNORMAL DETECTED
6 NOTHING ABNORMAL DETECTED
7 NOTHING ABNORMAL DETECTED
8 NOTHING ABNORMAL DETECTED
9 NOTHING ABNORMAL DETECTED
10 NOTHING ABNORMAL DETECTED
11 NOTHING ABNORMAL DETECTED
12 NOTHING ABNORMAL DETECTED
13 NOTHING ABNORMAL DETECTED
14 NOTHING ABNORMAL DETECTED
16 NOTHING ABNORMAL DETECTED
17 NOTHING ABNORMAL DETECTED
33 1 NOTHING ABNORMAL DETECTED
2 NOTHING ABNORMAL DETECTED
3 NOTHING ABNORMAL DETECTED
4 NOTHING ABNORMAL DETECTED
5 NOTHING ABNORMAL DETECTED
6 NOTHING ABNORMAL DETECTED
7 NOTHING ABNORMAL DETECTED
8 NOTHING ABNORMAL DETECTED
9 NOTHING ABNORMAL DETECTED
10 NOTHING ABNORMAL DETECTED
11 NOTHING ABNORMAL DETECTED
12 NOTHING ABNORMAL DETECTED
13 NOTHING ABNORMAL DETECTED
14 NOTHING ABNORMAL DETECTED
16 NOTHING ABNORMAL DETECTED
17 NOTHING ABNORMAL DETECTED
18 NOTHING ABNORMAL DETECTED
33 1 NOTHING ABNORMAL DETECTED
2 U PLACENTAE FUSED
2ND WITH 3RD
3 NOTHING ABNORMAL DETECTED
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL , 1-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION
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P-PRESENT
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R-RIGHT,
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POSITION/GRADE CODE:
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POSITION/GRADE CODE:

NG ABNORMAL DETECTED
NG ABNORMAL DETECTED
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P-PRESENT

]

R-RETARDAT

B-BILATERAL

V-VARIATION

L-LEFT,

R-RIGHT,

M-MALFORMATION

FINDING CODE:
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93046 TABLE ¢ B 028
PROJECT NO. 30R0246/93046: PRENATAL TOX Y STUDY IN RATS

ICIT

ORAL ADMINISTRATION (GAVAGE)
INDIVIDUAL FETAL EXTERNAL OBSERVATIONS

TEST GROUP 1 (100 MG/KG BW/D)

43 (CONTINUED)

7 NOTHING ABNORMAL DETECTED
8 NOTHING ABNORMAL DETECTED
9 NOTHING ABNORMAL DETECTED
10 NOTHING ABNORMAL DETECTED
11 NOTHING ABNORMAL DETECTED
44 1 NOTHING ABNORMAL DETECTED
2 NOTHING ABNORMAL DETECTED
3 NOTHING ABNORMAL DETECTED
4 NOTHING ABNORMAL DETECTED
5 NOTHING ABNORMAL DETECTED
6 NOTHING ABNORMAL DETECTED
7 NOTHING ABNORMAL DETECTED
8 NOTHING ABNORMAL DETECTED
9 NOTHING ABNORMAL DETECTED
10 NOTHING ABNORMAL DETECTED
11 NOTHING ABNORMAL DETECTED
12 NOTHING ABNORMAL DETECTED
13 NOTHING ABNORMAL DETECTED
14 NOTHING ABNORMAL DETECTED
15 NOTHING ABNORMAL DETECTED
16 NOTHING ABNORMAL DETECTED
17 M BRACHYGNATHIA
45 1 NOTHING ABNORMAL DETECTED
2 NOTHING ABNORMAL DETECTED
3 NOTHING ABNORMAL DETECTED
4 NOTHING ABNORMAL DETECTED
5 NOTHING ABNORMAL DETECTED
6 HOTHING ABNORMAL DETECTED
7 NOTHING ABNORMAL DETECTED
8 NOTHING ABNORMAL DETECTED
9 NOTHING ABNORMAL DETECTED
11 NOTHING ABNORMAL DETECTED
12 NOTHING ABNORMAL DETECTED
13 NOTHING ABNORMAL DETECTED
46 1 NOTHING ABNORMAL DETECTED
2 NOTHING ABNORMAL DETECTED
3 NOTHING ABNORMAL DETECTED
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL , 1-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION



22-AUG-94

93046

029

B

TABLE

ATAL TOXICITY STUDY IN RATS

ION (GAVAGE)

PREN

PROJECT NO.

OBSERVATIONS

NAL

TRAT
XTER

S
E

INDIVIDUAL

TEST GROUP 1 (100 MG/KG BW/D)

POSITION/GRADE

OBSERVATION

FETUS#

FEMALE#

(CONTINUED)

46

cooooaon
G Lt L0 G L L L W
oo o o e s e fm

nooooaooooooooo.
B
L L L L L L L LT
EEEEEENFEELEXEZITIEZT
oo
OQOOVOOOOOOOCCOOO
T ETZTZEEITTTEEZE
OOONOMMOE@MOM@OOoNn
L L L L L L L L L

OO COOOCOOOOOOO0O
EEZZTEETZETETZ

OO O NN TN OO
e

coocooooon

TED

£
E
£
E
E
£
E
E
E

ABNORMAL D
ABNORNMAL D
ABNORMAL D
ABNORMAL D
ABNORKAL D
ABNORMAL D
ABNORMAL D
ABNORMAL D
ABNORMAL D
ABNORMAL DE
ABNORMAL DETECTED
ABNORMAL DETECTED

—HONM TN ONNDOONO =N
— e —

47

coocoocooooon
Lo ettt Lot bt g et L L
e b o e b b e e o fm
[ETEYEYEIRISTRIRYETRRE
Wwiiw g s bl
b b b o e e b b e e
Lot Lo ) Lot L) ) b L bt L A

Looocoocoooon
o e e e emd ) el D )
L <L o L L L L <L L L <
EEZEEEZEZEZTEETETE
oo oo oo
COOOCOoOQOOOo0O
T ETTZTZEZZ
ooooooomommoo
<L o <L L <L L < <L < <L <
(8- 43 R N3 RN i. 4.y d- N i N3 gd. )

oS TEERZEZ=E=Z

O ODOO ~ONM
—t

48

P-PRESENT
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R-RETARDATION
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M-MALFO

POSTTION/GRADE CODE:
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03046 TABLE B 031
PROJECT NO. 30R0246/93046: PRENATAL TO Y STUDY IN RATS
ORAL ADMINISTRATION (GA
INDIVIDUAL FETAL EXTERNAL 0 ATIONS

<< >
(% S
mo o
AT -
< —f

TEST GROUP 2 (400 MG/KG BW/D)

FEMALE # FETUS# OBSERVATION POSITION/GRADE
51 1 NOTHING ABNORMAL DETECTED
2 NOTHING ABNORMAL DETECTED
3 NOTHING ABNORMAL DETECTED
4 NOTHING ABNORMAL DETECTED
5 NOTHING ABNORMAL DETECTED
6 NOTHING ABNORMAL DETECTED
7 NOTHING ABNORMAL DETECTED
9 NOTHING ABNORMAL DETECTED
10 NOTHING ABNORMAL DETECTED
11 NOTHING ABNORMAL DETECTED
12 NOTHING ABNORMAL DETECTED
13 NOTHING ABNORMAL DETECTED
14 NOTHING ABNORMAL DETECTED
15 NOTHING ABNORMAL DETECTED
16 NOTHING ABNORMAL DETECTED '
52 1 NOTHING ABNORMAL DETECTED
2 NOTHING ABNORMAL DETECTED
3 NOTHING ABNORMAL DETECTED
4 NOTHING ABNORMAL DETECTED
5 NOTHING ABNORMAL DETECTED
6 NOTHING ABNORMAL DETECTED
7 NOTHING ABNORMAL DETECTED
8 NOTHING ABNORMAL DETECTED
9 NOTHING ABNORMAL DETECTED
10 NOTHING ABNORMAL DETECTED
11 NOTHING ABNORMAL DETECTED
13 NOTHING ABNORMAL DETECTED
14 NOTHING ABNORMAL DETECTED
15 NOTHING ABNORMAL DETECTED
54 1 NOTHING ABNORMAL DETECTED
2 NOTHING ABNORMAL DETECTED
3 NOTHING ABNORMAL DETECTED
4 NOTHING ABNORMAL DETECTED
5 NOTHING ABNORMAL DETECTED
6 NOTHING ABNORMAL DETECTED
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL , 1-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION ,
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P-PRESENT

R-RETARDAT

B-BILATERAL

V-VARIATION
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R-RIGHT,

M-MALFORMATION

FINDING CODE:
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P-PRESENT

R-RIGHT,

M-MALFORMATION

POSITION/GRADE CODE:
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PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS
ORAL ADMINISTRATION (GAVAGE)
INDIVIDUAL FETAL EXTERNAL OBSERV
TEST GROUP 2 (400 MG/KG BW/D)

FEMALE # FETUS# OBSERVATION POSITION/GRADE
61 1 NOTHING ABNORMAL DETECTED
2 NOTHING ABNORMAL DETECTED
3 HOTHING ABNORMAL DETECTED
4 NOTHING ABNORMAL DETECTED
5 NOTHING ABNORMAL DETECTED
b NOTHING ABNORMAL DETECTED
7 NOTHING ABNORMAL DETECTED
8 NOTHING ABNORMAL DETECTED
9 NOTHING ABNORMAL DETECTED
10 D NOTHING ABNORMAL DETECTED
11 NOTHING ABNORMAL DETECTED
12 NOTHING ABNORMAL DETECTED
13 NOTHING ABNORMAL DETECTED
14 NOTHING ABNORMAL DETECTED
15 NOTHING ABNORMAL DETECTED
16 NOTHING ABNORMAL DETECTED
17 NOTHING ABNORMAL DETECTED
62 1 NOTHING ABNORMAL DETECTED
2 NOTHING ABNORMAL DETECTED
3 NOTHING ABNORMAL DETECTED
4 NOTHING ABNORMAL DETECTED
5 NOTHING ABNORMAL DETECTED
6 NOTHING ABNORMAL DETECTED
7 NOTHING ABNORMAL DETECTED
8 NOTHING ABNORMAL DETECTED
9 NOTHING ABNORMAL DETECTED
10 NOTHING ABNORMAL DETECTED
11 NOTHING ABNORMAL DETECTED
13 NOTHING ABNORMAL DETECTED
64 1 NOTHING ABNORMAL DETECTED
2 NOTHING ABNORMAL DETECTED
3 NOTHING ABNORMAL DETECTED
4 NOTHING ABNORMAL DETECTED
5 NOTHING ABNORMAL DETECTED
7 NOTHING ABNORMAL DETECTED
8 NOTHING ABNORMAL DETECTED
9 NOTHING ABNORMAL DETECTED
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL , 1-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION
FETAL STATUS CODES: D-dead fetus
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D, P-PRESENT
ON

MARKE
TI

3-
U-UNCLASSTFIED OBSERVA

2-MODERATE,

1-SLIGHT,

]

R-RETARDATION

B-BILATERAL

V-VARIATION

L-LEFT,

R-RIGHT,

M-MALFORMATION

POSITION/GRADE CODE:

FINOING CODE:
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93046 TABLE 8 036
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS
ORAL ADMINISTRATION (GAVAGE)
INDIVIDUAL FETAL EXTERNAL OBSERVATIONS
TEST GROUP 2 (400 MG/KG BW/D)
FEMALE# FETUS# OBSERVATION POSITION/GRADE
67 1 ROTHING ABNORMAL DETECTED
2 NOTHING ABNORMAL DETECTED
4 NOTHING ABNORMAL DETECTED
5 NOTHING ABNORMAL DETECTED
) NOTHING ABNORMAL DETECTED
7 NOTHING ABNORMAL DETECTED
8 NOTHING ABNORMAL DETECTED
10 NOTHING ABNORMAL DETECTED
11 NOTHING ABNORMAL DETECTED
12 NOTHING ABNORMAL DETECTED
14 NOTHING ABNORMAL DETECTED
15 NOTHING ABNORMAL DETECTED
16 NOTHING ABNORMAL DETECTED
69 1 NOTHING ABNORMAL DETECTED
2 NOTHING ABNORMAL DETECTED
3 NOTHING ABNORMAL DETECTED
4 NOTHING ABNORMAL DETECTED
5 NOTHING ABNORMAL DETECTED
b NOTHING ABRORWAL DETECTED
7 NOTHING ABNORMAL DETECTED
9 NOTHING ABNORMAL DETECTED
10 NOTHING ABNORMAL DETECTED
70 1 NOTHING ABNORMAL DETECTED
3 NOTHING ABNORMAL DETECTED
4 NOTHING ABNORMAL DETECTED
5 NOTHING ABNORMAL DETECTED
] NOTHING ABNORMAL DETECTED
7 NOTHING ABNORMAL DETECTED
8 NOTHING ABNORMAL DETECTED
9 NOTHING ABNORMAL DETECTED
10 NOTHING ABNORMAL DETECTED
11 NOTHING ABNORMAL DETECTED
12 NOTHING ABNORMAL DETECTED
14 NOTHING ABNORMAL DETECTED
POSITION/GRADE CODE: R-RIGHT, L~-LEFT, B-BILATERAL , 1-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION
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PROJECT HO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS
ORAL ADMINISTRATION (GAVAGE)
INDIVIDUAL FETAL EXTERNAL OBSERVATIONS
TEST GROUP 2 (400 MG/KG BW/D)
FEMALE# FETUSH OBSERVATION POSITION/GRADE
71 1 NOTHING ABNORMAL DETECTED
2 NOTHING ABNORMAL DETECTED
4 NOTHING ABNORMAL DETECTED
5 NOTHING ABNORMAL DETECTED
0 NOTHING ABNORMAL DETECTED
7 NOTHING ABNORMAL DETECTED
8 NOTHING ABNORMAL DETECTED
9 NOTHING ABNORMAL DETECTED
10 NOTHING ABNORMAL DETECTED
11 NOTHING ABNORMAL DETECTED
12 NOTHING ABNORMAL DETECTED
13 NOTHING ABNORMAL DETECTED
14 NOTHING ABNORMAL DETECTED
15 NOTHING ABNORMAL DETECTED
72 1 NOTHING ABNORMAL DETECTED
2 NOTHING ABNORMAL DETECTED
3 NOTHING ABNORMAL DETECTED
4 NOTHING ABNORMAL DETECTED
5 NOTHING ABNORMAL DETECTED
6 NOTHING ABNORMAL DETECTED
7 NOTHING ABNORMAL DETECTED
8 NOTHING ABNORMAL DETECTED
9 NOTHING ABNORMAL DETECTED
10 NOTHING ABNORMAL DETECTED
11 NOTHING ABNORMAL DETECTED
12 NOTHING ABNORMAL DETECTED
13 NOTHING ABNORMAL DETECTED
14 NOTHING ABNORMAL DETECTED
15 NOTHING ABNORMAL DETECTED
16 NOTHING ABNORMAL DETECTED
73 1 NOTHING ABNORMAL DETECTED
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INDIVIDUAL FETAL EXTERNAL OBSERVATIONS
TEST GROUP 3 (1,000 MG/KG BW/D)
FEMALE# FETUS# OBSERVATION POSITION/GRADE
95 1 NOTHING ABNORMAL DETECTED
2 NOTHING ABNORMAL DETECTED
3 NOTHING ABNORMAL DETECTED
4 NOTHING ABNORMAL DETECTED
5 NOTHING ABNORMAL DETECTED
7 NOTHING ABNORMAL DETECTED
8 NOTHING ABNORMAL DETECTED
10 NOTHING ABNORMAL DETECTED
11 NOTHING ABNORMAL DETECTED
13 NOTHING ABNORMAL DETECTED
14 NOTHING ABNORMAL DETECTED
96 1 NOTHING ABNORMAL DETECTED
2 NOTHING ABNORMAL DETECTED
3 NOTHING ABNORMAL DETECTED
4 NOTHING ABNORMAL DETECTED
6 NOTHING ABNORMAL DETECTED
7 NOTHING ABNORMAL DETECTED
8 NOTHING ABNORMAL DETECTED
11 NOTHING ABNORMAL DETECTED
12 NOTHING ABNORMAL DETECTED
13 NOTHING ABNORMAL DETECTED
14 NOTHING ABNORMAL DETECTED
15 NOTHING ABNORMAL DETECTED
98 2 NOTHING ABNORMAL DETECTED
3 NOTHING ABNORMAL DETECTED
4 NOTHING ABNORMAL DETECTED
5 NOTHING ABNORMAL DETECTED
6 NOTHING ABNORMAL DETECTED
7 NOTHING ABNORMAL DETECTED
8 NOTHING ABNORMAL DETECTED
g NOTHING ABNORMAL DETECTED
10 NOTHING ABNORMAL DETECTED
11 NOTHING ABNORMAL DETECTED
12 NOTHING ABNORMAL DETECTED
13 NOTHING ABNORMAL DETECTED
14 NOTHING ABNORMAL DETECTED
15 NOTHING ABNORMAL DETECTED
POSITION/GRADE COOE: R-RIGHT, L-LEFT, B-BILATERAL , 1-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION
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930406 TABLE B 066
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS
ORAL ADMINISTRATION (GAVAGE)
INDIVIDUAL FETAL SKELETAL OBSERVATIONS
TEST GROUP 0 (0 MG/KG BW/D)

FEMALE# FETUS# OBSERVATION POSITION/GRADE
1 1 R THORA%%& VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.)
9TH, 1
3 R STERNEBRA(E&-ONLY ONE OSSIFICATION CENTER
5TH, ADDITIONALLY REDUCED IN SIZE
# THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (ASYMMETR.)
11TH
R SKULL INCOMPLETELY OSSIFIED
5 v gTERNEBRA(E) OF IRREGULAR SHAPE
TH
8 R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE
6TH
10 R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER
5TH, ADDITIONALLY REDUCED IN SIZE
12 R STERNEBRA(E) NOT OSSIFIED
5TH
V RUDIMENTARY CERVICAL RIB(S) L
14 NOTHING ABNORMAL DETECTED
2 1 R STﬁR EBRA(E)-ONLY ONE OSSIFICATION CENTER
57
V 13TH RIB(S) SHORTENED B
3 ) g%ﬁRNEBRA(E) OF IRREGULAR SHAPE
M THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (ASYMMETR.)
5TH
R THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYHMETR.)
10TH
5 ) S{%RNEBRA(E) OF IRREGULAR SHAPE
4
R S}ERNEBRA(E) NOT OSSIFIED
5
R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE
6TH
V 13TH RIB(S) SHORTENED L
7 R gTERgEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE
TH,
9 V STERNEBRA(E) OF IRREGULAR SHAPE
5TH
11 M THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (ASYMMETR.)
11TH
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL , 1-SLIGHT, 2-MODERATE, 3-WARKED, P-PRESENT 777777777777
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION
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93046 TABLE : B 067
PROJECT NO. 30R0246/930

46:
ORAL ADMINI

INDIVIDUAL FETAL
TEST GROUP O (0 MG/KG BW/D)

FEMALES FETUS# OBSERVATION POSITION/GRADE
______ 2 (continueo)
13 v STERg%gRA(E) OF IRREGULAR SHAPE
5TH,
15 R §§SR2$?RA(5) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE
R STﬁéNEBRA(E) NOT 0SSIFIED
AT
R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER
3RD
17 v STERNEBRA(E) OF IRREGULAR SHAPE
6T
3 2 V STERNEBRA(E) OF IRREGULAR SHAPE
1sT
R STERNEBRA(E) NOT OSSIFIED
5Ti]
R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE
|
R SKULL INCOMPLETELY OSSIFIED
4 NOTHING ABNORMAL DETECTED
6 v STERNEBRA(E) BIPARTITE
15T
V STERNEBRA(E) OF IRREGULAR SHAPE
20D, 3RD, 4TH, 6TH (6TH ADDITIONALLY INCOMPLETELY OSSIFIED)
R §¥5RNEBRA(ES NOT O0SSIFIED
YV RUDIMENTARY CERVICAL RIB(S)
R THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.)
10TH,11TH
V 13TH RIB(S) SHORTENED B
8 NOTHING ABNORMAL DETECTED
10 R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE
5TH, 6T
R THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.)
11TH
12 V STERNEBRA(E) OF IRREGULAR SHAPE
5TH
V 13TH RIB(S) SHORTENED L
14 V STERNEBRA(E) OF IRREGULAR SHAPE
4TH, 5TH
16 V STERNEBRA(E) OF IRREGULAR SHAPE
3RD, 4TH, 5TH
POSITION/GRADE CODE: R-RIGHT., L-LEFT, B-BILATERAL , 1-SLIGHT, 2-MODERATE, 3-MARKED, P-PRESENT
FINDING CODE: M-MALFORMATION V-VARIATION R-RETAROATION U-UNCLASSIFIED OBSERVATION
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93046 TABLE : B 068
PROJECT NO. 30R0246/93046: PRENATAL TOXICITY STUDY IN RATS
ORAL ADMINISTRATION (GAVAGE)
INDIVIDUAL FETAL SKELETAL = OBSERVATIONS
TEST GROUP 0 (0 MG/KG BW/D)
TFEMALER T FETUS# OBSERVATION POSITION/GRADE

3 (CONTINUED)

R THORACIC VERTEBRAL BODY/BODIES INCOMPLETELY 0SSIFIED
1ST
R THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYHMETR.)
17H
18 R STERNEBRA(E) INCOMPLETELY OSSIFIED OR REDUCED IN SIZE
1sT
V STERNEBRA(E) OF IRREGULAR SHAPE
IR0, 4TH, 5TH
V RUDIMENTARY CERVICAL RIB(S) 8
V 13TH RIB(S) SHORTENED B
20 V STERNEBRA(E) OF IRREGULAR SHAPE
aTH
R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER
5TH, ADDITIONALLY REDUCED IN SIZE
V RUDIMENTARY CERVICAL RIB(S) B
R THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.)
6TH, 10TH, 11TH, 13TH
4 i V STERNEBRA(E) OF IRREGULAR SHAPE
3RD, 4TH, 5TH
Vv 13TH Rlagsg SHORTENED 8
3 V 13TH RIB(S) SHORTENED R
5 NOTHING ABNORMAL DETECTED
7 v STERNEBRA(E) OF IRREGULAR SHAPE
5
R THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYMMETR.)
8TH, 11TH
5 2 V STERNEBRA(E) OF IRREGULAR SHAPE
4t
M STERNEBRA(E) BIPARTITE, OSSIFICATION CENTERS DISLOCATED
5TH, ADDITIONALLY REDGCED IN SIZE
R THORACIC VERTEBRAL BODY/BODIES DUMBBELL-SHAPED (SYHMETR.)
12TH
4 NOTHING ABNORMAL DETECTED
6 NOTHING ABNORMAL DETECTED
8 NOTHING ABNORMAL DETECTED
10 R STERNEBRA(E)-ONLY ONE OSSIFICATION CENTER
5TH
V 13TH RIB(S) SHORTENED L
POSITION/GRADE CODE: R-RIGHT, L-LEFT, B-BILATERAL , 1-SLIGHT, 2-MODERATE, 3-MARKED., P.PRESENT
FINDING CODE: M-MALFORMATION V-VARIATION R-RETARDATION U-UNCLASSIFIED OBSERVATION



