16

2372

2 18



Cypher

14

30



2.5 mm

Cypher

14 8

3.5 mm

30

16

30 mm
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Cypher

14

30 mm

30 mm

8 30

2.25 mm

2.25 mm

4.0 mm

4.0 mm
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PBMA

BX

316L
21300BZY 00444000
PEVA

PBMA
BX

HsC

OH
“‘OTUWOC Hg




Cordis

Wyeth Pharmaceuticals 1999 9
A CsA FK506
CsA FK506
FKBP12 T GO
Gl FKBP12
FKBP
MTOR(mammalian Target of Rapamycin)
mTOR 3 PI-3K
2.25mm 5.00mm 30mm
2002 4
BSI CE
2.5mm 3.5mm 30mm
2003 4 FDA
2003 10 70

FDA
Guidance for the Submission of Research and Marketing Applications for Interventional
Cardiology Devices (May 1994)
BX Cordis



! %RH

95 %

95 %

I %RH



316L

Rapamune®

PBMA PEVA

PEVA

PEVA

FDA

25 mg/kg

FDA

316L

BX

Wyeth Pharmaceuticals

Wyeth Pharmaceuticals Rapamune®
CsA FK506
CsA FK506

PBMA

PBMA

800 mg/kg



Wyeth Pharmaceuticals Rapamune®
FDA

CYP3A4 O-
CYP3A4
CYP
1,826 18,260 ng/mL
2.00 ng/mL
PK
PK Cmax 0801037ng/mL PK Cmax
0.86ng/mL 2 2.00 ng/mL
2 mg/ 8.6 ng/mL
15 mg
Cmax
80 ng/mL
2 2.00 ng/mL 40



106 25 ppm

in vivo

0.47 Cmax 4.46 ng/mL
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ng/mL

Cmax
2mg/ 12.2

FDA

6 18 60 180 600pg

30
mm? um

40.737 2.393 335.774 1.851 0.775 0.575 0.350* 0.375
46.482 3.154 410.637 2.396 0.700 0.575 0.400 0.325
6 ng 36.243 2.297 309.798 1.469* 1.375 0.781 0.844* 0.875
18 ug 31.153 1.852*  241.502 1.398* 0.969 0.719 1.063* 0.625
60 ng 35.141 2.057 279.895 1.573* 1.063 0.781 1.219* 0.844
180 pg 26.748* 1.757*  212.847 1.240* 0.521 0.438 0.813* 0.469
600 ug 25.008* 1.619* 196.476 1.206* 0.500 0.214 0.929* 0.750

p<0.05 (ANOVA Dunnett )

18jug 60pug 180pug
1801ug 140pag /em?
196ag / 153
pig /em?
125 430pg/

98 336pug /cm?
140pag /om?
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140pug /cm?

3 30 90 180
30

180

180

90

12

140jug /em?

180
BX
BX

90

30



2,000

SIRIUS RAVEL FIM
18 mm 3.0 mm 3.5 mm
45 FIM
15
30 4
4.55.7% 5.0%
6.7%
FIM
19 18 mm 2.5 mm 3.5 mm
238
RAVEL Cypher BX
6 2000 6
120 118
6 -0.01%+0.33 mm 0.80%
0.53 mm p <0.001 ANOVA Wilcoxon

13



24 MACE Q Q

10.0% 19.5%
SIRIUS
2001 2 53
30 mm 2.5 mm 3.5 mm
1,058 SIRIUS
Cypher BX
9 TVF Q Q
+ + 12
533 533 BX 525 531
9 TVF 8.6% 21.0%
p<0.001 Cochran-Mantel-Haenszel
8
35.4% 3.2% p<0.001 Cochran-Mantel-Haenszel
9 MACE 18.9%
7.1% p<0.001 Cochran-Mantel-Haenszel
9
2
19 PK 2001 9 2001 11
Tmax 3.59+
2.95 Crnax 0.80=+0.37ng/mL 12 213+
96.7 (CL) 1.46=x0.45L/hr Vdarea
4071111
Cmaxss 2mg 12.2+6.2 ng/mL 5mg 37.4421 ng/mL

14



1 2 15049 300 g
4.2 3.7
0.86 ng/mL 2.00 ng/mL
tie 120 119

AUCo.,, 1509 300 g 120.7 ng
hr/mL 258.9 ng hr/mL CL 1.34L/hr

1.21L/ hr Vdarea 230 L 203 L MRT

169 172
1.66 ng/mL 2
2.00 ng/mL
Cmax
2 mg/ 8.6 ng/mL

SIRIUS 8 mm 18 mm 18 mm

2.25 mm 4.0 mm

15



SIRIUS

SIRIUS

SIRIUS

SIRIUS

CABG
2
1
18mm
30mm
SIRIUS
b a
7
2.25 mm 4.0 mm

16

MACE TVF

3.0mm



3.0mm

4 166,047

SIRIUS 8 mm 18 mm
30 mm
2.25mm
4.0 mm
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sino-SIRIUS
2.25 mm
2.5 mm SIRIUS
2.5 mm
2.5 mm
30 mm
GCP
GCP
GCP

18

3.5mm

GCP



180

SIRIUS
FIM RAVEL
FIM RAVEL
SIRIUS
SIRIUS
SIRIUS
FIM
2.25mm 4.0 mm 30 mm

2.25 mm 4.0 mm
30 mm

19

RAVEL



2.5 mm 3.5 mm 30 mm

SIRIUS RAVEL FIM

2,000

20



