2010

8 ( 2

872646
2008
’ 0.3%
’ 0.3%
’ 0.3%
Spirazon OQintment0.3% Cream0.3% Lotion0.3%
0.3%
0.3%
0.3%
0.3% 1g  3mg(0.3%)

0.3% 1g  3mg(0.3%)
0.3  1g  3mg(0.3%)

Predonisolone Valerate-acetate

0.3%
2008 3 13
2008 6 20
2008 6 20
0.3%
2008 3 28
2008 6 20
2008 6 20
0.3%
2008 3 28
2008 6 20
2008 6 20

FAX

TEL 03-3241-3202 FAX 03-3241-0270
9:00 17:00
HPhttp://unv. ivakiseiyaku.co. jp/product/index m.htnl

2008 12
HP
http://www.info.pmda.go. jp




IF

)
63
IF
9 3 IF
10
9 IF
F
IF
IF
IF
O Ad 9
0 IF
O
2
IF
0 IF (
0 IF
O IF

IF

IF

IF

10

20




U IF

IF

IF
IF

IF

IF

2008

21 4

2008

IF

MR

IF

IF

IF
(PDF)

2008

IF

MR

2008

IF

IF

2008

IF

2008

PDF

IF

9

MR




CAS

10
11
12
13
14
15
15



10
11
12
13
14
15
16

10
11
12
13
14
15
16
17



17 21

17
1982
1992
2007 12
0.3% 0.3% 0.3%
€y Antedrug
Strong

@

©))

@



) 0.3% 0.3% 0.3%

) Spirazon Ointment0.3% Spirazon Cream0.3% Spirazon Lotion0.3%
€)

(€)) ( JAN

) ( Prednisolone valerate-acetate INN)

€)) prednisone and prednisolone derivatives pred-

szCCCCFg

CasHag0;
486.60

(
113 ,17a ,21-trihydroxy-1,4-pregnadiene-3,20-dione-21-acetatel7-valerate

PVA

CAS
72064-79-0



€Y)

€)
1,4-

®

@ ( ).
1860

®)
(©)

)
2) a ¥ 30 35° 0.1g 10mL  100mm

@
@)
©)
241 245 nm 150000
4)



€Y)

€)
0.3%
0.3% 19 3mg(0.3%)
0.3%
)
5.0 7.5
3.8 4.8
3.8 4.8
®
59 10g
500
( g
600
( g
(4)pH pH
®)




@

@

®

)
0.3%
0o 3 19

-oN

0.3% 3mg(0.3%)
Na

Na
Na

Na




@

@

40 75 6
0.3 0.3
0.3 3
400 75%RH (€] 3
1 2 4 6
H 6.1 6.0 5.9 5.8 6.1
(# | 101.0 100.1 99.6 98.1 98.7
0] 100.0 99.0 98.6 97.1 97.7
0.3%
H 6.0 6.1 6.1 5.9 6.3
® | 100.9 100.4 100.1 99.6 98.3
0] 100.0 99.5 99.2 98.7 97.4
H 4.4 4.3 4.4 4.2 4.0
(® | 102.8 99.1 100.7 101.3 101.3
0) 100.0 96.4 98.0 98.5 98.5
0.3%
H 4.4 4.3 4.4 4.3 4.3
® | 100.1 101.2 101.7 101.5 101.9
0] 100.0 101.1 101.6 101.5 101.9
H 4.2 4.1 4.1 4.1 4.1
0.3% 0) 103.0 100.5 101.0 100.9 100.2
() 100.0 97.6 98.1 98.0 97.3
6 1 2 3
H 5.79 5.87 6.01 6.10 5.90
(%) 100.0 100.7 99.4 100.3 102.4
0.3%
H 5.64 5.37 5.79 5.99 5.88
) 100.0 100.1 101.8 102.6 101.0




10

11

12

13

6 1 2 3
4.30 4.24 4.12 4.16 4.14
[0 100.0 100.5 99.9 100.0 101.4
0.3%

4.34 4.21 4.08 4.06 4.13

[0 100.0 99.6 100.4 101.6 102.7

0.3 4.23 4.27 4.33 4.30 4.23

) () 100.0 99.3 100.1 98.2 94.8
@
€)
@
)

10g
4 5
25 2




14

15

16

€Y
&)
®

(4)1)

2)
3)
4)

(5)1)

2)



@
D

2)

)

2
D
1989 1990
55 5 30
718
O
O
O
O
1.
2.
0.3 0.3
0.3
2)
0.3 0.3 0.3
0.3 0.3 0.3
0.3 0.3 0.3




20mg

10
)
o ( ) x 100
W (¢ o x100
C D
+SE(%) (%)
Control 83.0+ 4.9
0.3% 27.7+ 3.2 66.6
0.3 79.7+ 4.4 4.4
32.6+ 3.9 60.7
+SE(%) )
Control 83.0+ 4.9
0.3% 28.6+ 3.2 65.5
0.3 75.2+ 5.3 9.4
29.4+ 4.8 64.6
=+SE(%) (%)
Control 83.0+ 4.9
0.3% 33.3+ 3.2 59.9
0.3 80.0+ 4.3 3.6
34.7+ 3.2 58.2

10




100
80
60
40
20

(%)

100
80
60
40
20

(%)

3)

n=10

+
Control 0.3 0.3%
n=10
T
Control 0.3 0.3%
n=10
-
= =
Control 0.3 0.3%
0.3 0.3 0.3
0.3 0.3 0.3
0.3 0.3 0.3
50mg
1 1 7

11




100
80
60
40
20

10

M ¢ ) x100
C
D
=+SE(%) %)
Control 83.1+ 5.2
0.3% 63.7+ 5.5 23.3
0.3 79.9+ 4.8 3.9
64.3+ 4.5 22.6
+SE(%) )
Control 83.1+ 5.2
0.3% 57.3+ 3.3 31.0
0.3 78.2+ 5.3 5.9
58.6+ 5.1 29.5
=+SE(%) (D)
Control 83.1+ 5.2
0.3% 56.1+ 4.8 32.5
0.3 80.6+ 5.8 3.0
60.4+ 4.1 27.3
n=10
-
-
-
Control 0.3 0.3%

12




100
80
60
40
20

(mg)

®

n=10

Hi

Control

0.3 0.3%

n=10

Control

HH

0.3 0.3%

13



€Y)
&)
®
Q)
®
()

€Y)
)
®
Q)
®
(©)
Q)

€Y
&)
®
4
®

€Y
)
®
4
®)

€Y
)
®

(CYP450 )

14



@
&)
®

15



@

@
®

4

@

&)

®

€Y

€

16

)




@

&)
D

oDT

®

S% 0.1 5%

D

oDT

2)

3)

0DT

D
2)

3)
4

®)
(©)

17



10

11

12

13

14

15

16

)?

oDT

LDy, < 4066.8mg/kg
LDy, <& >6000 mg/kg
LD;, <o >4000 mg/kg
LD5,>3000 mg/kg

18




€Y)
@
®
4

@
&)
®
Q)

@
)

0.3

40

19

75
0.3

0.3



0.3% 5gx 10 5gx 50 10gx 50 500g
0.3% |5gx 10 5gx 50 10gx 50 600g
0.3% | 10gx 10 10gx 50
5g
0.3 | 109
500g
59
10g
0.3%
600g
0.3% 109
(€H)
0.3% 0.3% 0.3%( )
0.3% 0.3%
@)
0.1% 0.1%
0.05% 0.1%
0.1%
1982
10
0.3% 2008 3 13 22000AMX00654000
0.3% 2008 3 28 22000AMX01538000
0.3% 2008 3 28 22000AMX01539000
2008 12
1992 1 17 1992 7 10
1992 1 17 1992 7 10
1992 1 17 1992 7 10

20




11

12

13

14

15

16

17

2008 6 20
0.3% 0.3% 0.3
2646720M1071 2646720N1085 264672001057
HOT O ) 113724801 113725501 113726201
620007651 620007650 620007652

21




D
2)

D

2) 4
Lidomex
FDA 2009 11
FDA C (2009 11 )
2009 11
( ) A(2009 11 )

FDA Use-in-Pregnancy Ratings Category C
Risk can not be ruled out- Adequate, well-controlled human studies are lacking, and animal studies
have shown a risk to the fetus or are lacking as well.
There is a chance of fetal harm if the drug is administered during pregnancy; but the potential
benefits may outweigh the potential risk.

The Australian categorisation Category
Drugs which have been taken by a large number of present woman and woman of
childbearing age without any proven increase 1in the frequency of malformations or
other direct or indirect harmful effects on the fetus having been observed.
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