1/21
FIG.1

RELEASE RATE (%)

FORMULATION ACCELERATED
STABILITY TEST AT 37°C

100
—e— CPT-11 FORMULATION IN
PREPARATION EXAMPLE 1
75 [=@=CPT-11 FORMULATION IN"""""]
COMPARATIVE PREPARATION
EXAMPLE 1
50 ................................................
25 __________________________________________________
0 ——— :
o t 2 3 4 5 6 1

ELAPSED DAYS (day)

FIG.?2

RELEASE RATE (%)

RELEASE RATE (%): FORMULATION
ACCELERATED STABILITY TEST AT 37°C

100

——CPT-11 FORMULATION IN

PREPARATION EXAMPLE 3

75 = GPT=i1 FORMULATION 1N~ ]

REFERENTIAL PREPARATION

60 L EXAMPLEL ~_ ~ T _
st
0 W = e
0 1 2

ELAPSED DAYS (w)




2/21
FIG.3

PARTICLE SIZE: FORMULATION |
ACCELERATED STABILITY TEST
AT 37°C
200
E
T T -
(18]
N *
w
wy 100 ——
') —e— CPT-11 FORMULATION IN
E ___PREPARATION EXAMPLE 3 |
< 90 g EPT-11 FORMULATION IN
o REFERENTIAL PREPARATION
0 EXAMPLE 1
0 1 2 3 4
ELAPSED DAYS (W)
FI1G.4
RETENTIVITY IN BLOOD (TEST EXAMPLE 5)
200 & —+_CPT-11 FORMULATION IN
PREPARATION EXAMPLE 5
Z —m—CPT-11 FORMULATION IN
A LU i N N PREPARATION EXAMPLE 4
SRS —%—(CPT-11)
= ® PHYSIOLOGICAL
L3 SALINE SOLUTION
E <§( 100 """""""""""""""""""""""""""""""""
w o
eq
N1 1 I ——N N
®)
0 3 1 t 1

0 6 12 18 24
ELAPSED TIME (h)




ENCAPSULATION
EFFICIENCY (%)

3/21

FIG.5
120 : 120
100 |- 100
80 - —e—ENCAPSULATION 80
EFFICIENCY (%)
60 - —e—OPEN CIRCULAR 60
FORM EXISTING
40 |- RATIO(%) 40
20 20
0 Lo ‘ ‘ 0

OPEN CIRCULAR FORM
EXISTING RATIO(%)



4/21
FIG.6

TUMOR VOLUME (mm?®)

1200

1000

800

600

400

200

CHANGE OF PRESUMPTIVE TUMOR
VOLUME WITH TIME (TEST EXAMPLE 6)

—e— CONTROL
—=— CPT-11 FORMULATION OF
: PREPARATION EXAMPLE 11 (25 mg/kg)

| ---&---CPT-11 FORMULATION OF

PREPARATION EXAMPLE 11 (50 mg/kg)
—e— CPT-11 FORMULATION OF

PREPARATION EXAMPLE 11 (100 mg/kg)
—0— (CPT-11) PHYSIOLOGICAL SALINE (25 mg/ke)
—A— (CPT-11) PHYSIOLOGICAL SALINE (50 mg/kg)
—o— (CPT-11) PHYSIOLOGICAL SALINE (100 mg/kg)

[ ]
]
o /: O
__.__-""“ = === —— —
1 5 9 12 16 22

ELAPSED DAYS (day)




5/21
FIG.7
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