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BIELFEO B, 1.0mg/kg/ B TIHEFHIEITEO LR
Mol 728, BRI TICEY, Jum 58 To BT
i C&EZh o7, T Tld, =1mg/kg/ B THA B HEREE )
OO, BT, IN.PACT SFA 3BRD PK #7245 ¢
DIRIVEFRIONE) 5 BT 7,454ng, HBRAE O LXK E
13 91ke, HEim EOBEUERAIE Bl 0.082mg/kg Th-o7=(=—
—74‘//\7‘0>a“~“f@/wwac@mié%éfﬁackéaﬁfﬁb
7254,

[ERERRE#&]

1. INPACT AV Access FER

ATRBRIT, RHRE, A, EERHELFE, 2%, BER. EIEA(L
RERTHY ., BT O H CI & L T B AIREAVIICEBNT,
E& 100mm £TOHIFHZE ITAT U MG B S TOZRO RS
PEBHIESRZE DIRIRICRIT DA S O 2 B OV 2hPEA K HE PTA &
L, MREEE LT,

AIRBRO EEFME B 2L FIoRd,

FEANMEFAREE 6 257 £ TOREAPRZE D —IRBIER

FH#% 6 03 A ETCTOREM T, BEEAE FIHE- SRR A M AT
FEMT(CD-TLR)2 M 2<, XL T 72 AR B MAEIE DS RO B
RN EEEFRT D,

FELZEWNEE 130 A ETORERAFEFROFAER

FH% 30 HETO AV 77 AEKICEbARE A EH4%

(SAR)DFARLEEFRT D,
ARIBBRIIR MR O D EERAGE B 257 Uie, FEZ4S
PEEEAGIE B 13, FH% 30 HD AV 77 v AR A G e B SR A E
HE(SAE)DIER ThoT-, AV 77 B ARKEZE T FH#% 30 H
@ SAE FEELRITIARMHED 4.2%, £ PTA BE 4.4% Th o7, Rifb
R, HANCRELIIED M~ — 0 (1.5% 28R LT, EEA LM
AHITE B X, TB% 6 A OEAIREO—KRBIfFR CThol, T
Het% 6 2> A ORERIIRZE O— IR ESRITAR LD 82.2%, FEYE PTA
FEDY 59.5% CTHV(p<0.001), A HFEIIAZAE PTA BT UL TAOEENL
PEERUTZ,
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1 BEOIRZE O — W BAFSR(TLPP)IL, FEHE T Hi e | R A & 312k S3<AE )
S AT B (CD-TLR) 232K, UL T 72 AR ¥ O MR IE AR HAL7R

WZEEEFL,

FEA PRI B & O ORERFG O p X, A0 Z BEic i34,

TR VR B OIS p I, IS~ —T % 7.5%L L7
Farrington-Manning f €2 H-5<, £ H2 2MERALTE B OB p B,
Fisher o IEfflffe 228 & O IR ENC FE5<,

£5180 BECREEBREEERNRALLHRE —

MedDRA 43 iz E3<
S R dh FEUE PTA RE
RRSAEES (N=170) (N=160)
tﬁ%{&%ﬁﬁ&ﬁ HERERE | 4 gy (71/170) | 53.1% (35/160)
MERBENYSREE 0.6% (1/170) [ 0.0% (0/160)
1 if BR A 0.6% (1/170) | 0.0% (0/160)
I/ MR E 0.6% (1/170) | 0.0% (0/160)
DREE 7.6% (13/170) | 6.3% (10/160)
AR R 0.6% (1/170) | 0.0% (0/160)
Bl iE 0.0% (0/170) | 0.6% (1/160)
KRR A 0.0% (0/170) | 0.6% (1/160)
L EARED 2.4% (4/170) | 0.6% (1/160)
AR 0.6% (1/170) | 0.6% (1/160)
NG 1.2% (2/170) | 0.0% (0/160)
So MDA E 0.6% (1/170) | 2.5% (4/160)
BRI 0.6% (1/170) | 1.3% (2/160)
BRI ZE 0.6% (1/170) | 0.0% (0/160)
B 1.2% (2/170) | 1.3% (2/160)
PRIRAERERE 0.6% (1/170) | 0.0% (0/160)
fEiE IR PSR 2E 0.6% (1/170) | 0.0% (0/160)
LRI 0.6% (1/170) | 0.0% (0/160)
REE 1.8% (3/170) | 0.0% (0/160)
BRI 1.2% (2/170) | 0.0% (0/160)
AR Hi i 0.6% (1/170) | 0.0% (0/160)
BIEEE 4.1% (7/170) | 3.1% (5/160)
JIEK 0.6% (1/170) | 0.0% (0/160)
[HIREPN P 0.6% (1/170) | 0.0% (0/160)
T 0.6% (1/170) | 0.0% (0/160)
FEES 0.6% (1/170) | 0.0% (0/160)
e T R 0.0% (0/170) | 0.6% (1/160)
HAR)—7 0.0% (0/170) | 0.6% (1/160)
H 5 i 1.2% (2/170) | 1.3% (2/160)
155 0 o i 0.6% (1/170) | 0.0% (0/160)
L 0.6% (1/170) | 0.0% (0/160)
kIR 0.0% (0/170) | 0.6% (1/160)
L EBYE R H 0.0% (0/170) | 0.6% (1/160)
[ 0.6% (1/170) | 0.0% (0/160)
%@éé%ﬁ%&(ﬁ&%‘w@ 1.8% (3/170) | 0.6% (1/160)
e 1.2% (2/170) | 0.6% (1/160)
BT 0.6% (1/170) | 0.0% (0/160)
ARG R EE 2.4% (4/170) | 0.0% (0/160)
NHAE S A 0.6% (1/170) | 0.0% (0/160)
R E 0.6% (1/170) | 0.0% (0/160)
JHEZE 0.6% (1/170) | 0.0% (0/160)
PH AR i A i 0.6% (1/170) | 0.0% (0/160)
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PR N FE¥E PTA B = N FEYE PTA RF
HEAETR (N=170) (N=160) EREAERS (N=170) (N=160)
i R 0.0% (0/170) | 0.6% (1/160) KA 0.0% (0/170) | 0.6% (1/160)
BB AR SO 0.0% (0/170) | 0.6% (1/160) — PR I 1 0.6% (1/170) | 0.0% (0/160)
BER O\FAE RE 10.6% (18/170) | 3.8% (6/160) BEE 0.6% (1/170) | 1.3% (2/160)
[N 0.6% (1/170) | 0.0% (0/160) Bk 0.6% (1/170) | 0.0% (0/160)
mAER 0.6% (1/170) | 0.0% (0/160) ibINIP 4 0.0% (0/170) | 1.3% (2/160)
IR 0.6% (1/170) | 0.0% (0/160) BERUVREEE 1.2% (2/170) | 1.3% (2/160)
IR 0.6% (1/170) | 0.6% (1/160) R A 0.0% (0/170) | 0.6% (1/160)
JaAN T LT A7 VKRR | 0.0% (0/170) | 0.6% (1/160) g 0.6% (1/170) | 0.0% (0/160)
NSIEPS 0.6% (1/170) | 0.0% (0/160) e 0.6% (1/170) | 0.0% (0/160)
JEER A G 0.0% (0/170) | 0.6% (1/160) SR 0.0% (0/170) | 0.6% (1/160)
K HPEEE E 0.6% (1/170) | 0.0% (0/160) FER AR, TR & UHtRREE S 6.5% (11/170) | 1.9% (3/160)
Hk 0.6% (1/170) | 0.0% (0/160) BEPER R A 1.2% (2/170) | 0.0% (0/160)
VAR e 0.6% (1/170) | 0.0% (0/160) 18 PEPHIEME IR R 0.6% (1/170) | 0.0% (0/160)
TG R R B 0.6% (1/170) | 0.0% (0/160) 55 VEM: 0 ] 0.6% (1/170) | 0.0% (0/160)
RS 0.6% (1/170) | 0.0% (0/160) IKIESEIE 0.6% (1/170) | 0.0% (0/160)
Jiti & 4.1% (7/170) | 0.6% (1/160) [IES 2.9% (5/170) | 0.0% (0/160)
BaER 0.6% (1/170) | 0.0% (0/160) REIEE i 2% 0.0% (0/170) | 0.6% (1/160)
WUfLE 1.8% (3/170) | 1.3% (2/160) it v M ESE 0.0% (0/170) | 0.6% (1/160)
BULE S 27 0.6% (1/170) | 0.0% (0/160) HifiZK 0.0% (0/170) | 0.6% (1/160)
7 RO ERAME R fE 0.6% (1/170) | 0.6% (1/160) 42 1E 0.6% (1/170) | 0.0% (0/160)
B AR 0.6% (1/170) | 0.0% (0/160) IR AR A 0.6% (1/170) | 0.6% (1/160)
DR IR 0.0% (0/170) [ 0.6% (1/160) KEE O FHEEE 0.6% (1/170) [ 0.0% (0/160)
BE. FERCRLEBADHE 23.5% (40/170) [ 41.9% (67/160) R PE R 0.6% (1/170) | 0.0% (0/160)
EE YT 0.6% (1/170) [ 0.0% (0/160) HERE 0.6% (1/170) | 0.0% (0/160)
IR 1.2% (2/170) | 1.9% (3/160) BEICLDIBEIES 0.6% (1/170) | 0.0% (0/160)
Bl R AGES 1.2% (2/170) | 0.6% (1/160) NE R OCABHLE 0.0% (0/170) | 0.6% (1/160)
BRI A DHE 18.8% (32/170) | 35.6% (57/160) B Tk 0.0% (0/170) | 0.6% (1/160)
B SR if 0.0% (0/170) | 0.6% (1/160) mEREE 3.5% (6/170) | 4.4% (7/160)
B R e 0.6% (1/170) | 1.3% (2/160) EN R 0.6% (1/170) | 0.0% (0/160)
BRI 0.6% (1/170) | 0.0% (0/160) KahfRpess 0.6% (1/170) | 0.0% (0/160)
BT RS A DHE 0.6% (1/170) | 0.0% (0/160) [ETiEE 1.2% (2/170) | 1.3% (2/160)
KR 0.0% (0/170) | 0.6% (1/160) R ENIRPAZE MR R 0.6% (1/170) | 0.0% (0/160)
BT & DRE 0.6% (1/170) | 0.0% (0/160) ERLGES 0.6% (1/170) | 0.0% (0/160)
ik BE R i T 0.0% (0/170) | 0.6% (1/160) KRB AR A2 0.0% (0/170) | 0.6% (1/160)
[EEE 0.0% (0/170) | 0.6% (1/160) ARAGPERE i 0.6% (1/170) | 0.0% (0/160)
2B 0.0% (0/170) | 0.6% (1/160) AT —)VIEfG e 0.0% (0/170) | 1.9% (3/160)
LR 0.6% (1/170) | 0.0% (0/160) R 0.0% (0/170) | 0.6% (1/160)
SHE BT 0.6% (1/170) | 0.0% (0/160) HELAEFROBE 177 153
ki A 0.0% (0/170) | 0.6% (1/160) % 7S T — VL B SR DIV HIRE B 4 AT AT
PN I 0.6% (1/170) | 0.0% (0/160) BEFORPIRE OB S 27T, FRAT NPT
RAARE 0.0% (0/170) | 0.6% (1/160) PO LD, RICHDHA—TFT AT EN-HEIT
MR = HE N 0.0% (0/170) | 0.6% (1/160) MedDRA % AW TEFE RIS FAE FEARGE S I TD,
RBRUOKEEE 3.5% (6/170) | 4.4% (7/160) BRI L TN TN EBIR D HEEEARTHZ T OBy
KRS EAT 1.8% (3/170) | 0.6% (1/160) FESND, NG FEERC LAH AL T — 4,
15 L 0.6% (1/170) | 0.6% (1/160) KBTI, FHATR O TH A R 4 BRI D7=0, D72< b
B4 AUE 0.6% (1/170) | 1.9% (3/160) ii/NRIEHARE ] : 7 ALY, JRERZ LV, F7aE Yy X
5 MY AL 0.0% (0/170) | 0.6% (1/160) FIAT VNG BT LRSI, 3 6 I FHEPE R 08
M S HE I 0.6% (1/170) | 0.6% (1/160) B LI B MO OB 1 20358, SRS MR B0
SR 0.6% (1/170) | 0.0% (0/160) RESFIE, T4 30 A EFASCARGEED 64.2%, PTA B3 62.3% T

5B R R B UMt RELABR e 55

2.9% (5/170)

0.6% (1/160)

PO B 2%

0.6% (1/170)

0.0% (0/160)

i

0.6% (1/170)

0.0% (0/160)

U WA LT I SRR
B A KAGAE

0.6% (1/170)

0.0% (0/160)

[ S 0.6% (1/170) | 0.0% (0/160)

[EEERE 0.0% (0/170) | 0.6% (1/160)

FHERE IRASE 0.6% (1/170) | 0.0% (0/160)
B, B R OSSR O£

EREOR)—TEE T

1.2% (2/170)

1.9% (3/160)

A

0.6% (1/170)

0.0% (0/160)

S5 M A i

0.0% (0/170)

0.6% (1/160)

M Rt

0.0% (0/170)

0.6% (1/160)

NS

0.0% (0/170)

0.6% (1/160)

B FRARS 21D HIT SR

0.6% (1/170)

0.0% (0/160)

TR EE

2.9% (5/170)

3.8% (6/160)

RS

0.0% (0/170)

0.6% (1/160)

Jid . A7 5 1

1.2% (2/170)

0.0% (0/160)

B AP REAR R

0.0% (0/170)

0.6% (1/160)

JibAE

0.6% (1/170)

0.6% (1/160)

SRR

0.6% (1/170)

0.0% (0/160)

JiE L PR A

0.6% (1/170)

0.6% (1/160)

K=o —aF—

0.6% (1/170)

0.0% (0/160)

JAp~T IO IRE

0.0% (0/170)

0.6% (1/160)
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72 WINOHIIMFRIEOEFIZB N TH, 740—7T>7 6 A
FECOMBNIXTRRRERN A B8 T,

% 6 Ll /MR E OIRIER B

(T A A at’ "IV IV /F 7
Ty ) TIAT LIV Z D)

14.1% (24/170)

AR R FEYE PTA BE
(N=170) (N=160)
BEERE

W B R 1 68.8% (117/170)| 61.3% (98/160)
T ALY 53.5% (91/170) | 53.8% (86/160)
Ja’R7 L)L 15.3% (26/170) | 15.6% (25/160)
TSR 1.2% (2/170) | 1.3% (2/160)
Foary 1.8% (3/170) | 0.0% (0/160)
Z DAl 11.8% (20/170) | 6.3% (10/160)
TRIBE UL MR

14.4% (23/160)

30HH

W RB UL O E 64.2% (102/159) | 62.3% (96/154)
T A 50.9% (81/159) | 54.5% (84/154)
Jut’ R L)L 15.1% (24/159) | 15.6% (24/154)
TSATL L 1.3% (2/159) | 1.3% (2/154)
Foary 1.9% (3/159) | 0.0% (0/154)
Z DA, 9.4% (15/159) | 7.8% (12/154)




IR LA
(N=170)

FEYE PTA B
(N=160)

T AIOFRB RCE
(TR o+ 7ae’ K7LV /F o
av oy T IART LIV /E D)

13.8% (22/159)

14.9% (23/154)

3»A

W5 P IO

62.0% (98/158)

58.9% (89/151)

TAEY

50.6% (80/158)

51.7% (78/151)

a7 L)L

11.4% (18/158)

15.2% (23/151)

TIRT L)V

1.3% (2/158)

1.3% (2/151)

Frar

1.9% (3/158)

0.0% (0/151)

Z DAt

8.2% (13/158)

6.6% (10/151)

T AIOFRB RCE
(TR o+ 7ae’ R IV )v/F o
av oy TIART VIV /E D)

10.8% (17/158)

14.6% (22/151)

6 A

WD P IO 66.0% (95/144) | 59.9% (85/142)
T ALY 52.8% (76/144) | 50.7% (72/142)
Jut’R7LL 15.3% (22/144) | 15.5% (22/142)
TSATL L 1.4% (2/144) | 0.7% (1/142)
Foae’y 2.1% (3/144) | 0.0% (0/142)
ZDith, 7.6% (11/144) | 7.7% (11/142)
—AIOF B R
(FTAEY AR I L)L /F 2 | 11.8% (17/144) | 13.4% (19/142)
ave oy )T TAT L)V F D)
[REAZRUVEDHIEE]

1. REDEH
1 H|IRTHRETDHIL,
2) AR ERIMROBIR DA CTIRE L2,
2. HEhEM
fili FHIIRR 3 4
AL OB FRHS N TODE AR ETICH AT 228,

[ZEBE&#]

AR O N2V E -+ B L, PESCBT 55070
TR - R BR A T A AN, B  R R E S v E R
BHAEESF L CHWD LD | B S O S A E SRR 35720
W E AT AL,

[BERFEXEEFRVEEZEFORANIEEZHE]
RUSIRFEEESE : HAAN =y 7Rk 4t

AL <—HPIR—hEZ— 0120-998-167
HIE¥F . ANfa=wy NZFaT— CKE)

[Medtronic Vascular, Inc.]
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KT N"N—rarvFI3A4T7V/AF¥—h

FHEEEIZBIT D/ I — 28

EH 23— 2 (mm)
kPa | am [ 40 | 50 | 60 | 70 | 80 | 90 | 100 | 120
405 | 4 9.20 | 11.23
57 | 5 9.49 | 11.56
608 | 6 | 3.90 | 4.8 | 581 | 6.78 | 7.45 | 861 | 9.76 | 11.85
709 | 7 | 398 | 498 | 593 | 693 | 7.65 | 881 | 9.99 | 12.10
HRRIRE | 811 8 4.06 | 5.07 | 6.05 | 7.06 | 7.84 | 8.98 | 10.19 | 12.30
912 | 9 | 412 | 515 | 6.14 | 7.8 | 8.00 | 9.11 | 10.35 | 12.48
1,013 10 | 418 | 522 | 623 | 727 | 814 | 9.23
1115 11 | 423 | 528 | 630 | 7.36
1216 12 | 428 | 534 | 637 | 7.44
1,317 13 | 433 | 539 | 643 | 752
BRUERE 1,419 | 14 | 437 | 547 | 650 | 7.59
* n vitro R T — X FESLSHEE
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