92038303-01

2017 4 3 H (55 2 ki) Gorac R BRI F S <ekET)
2014 4 4 A (58 1 ki)

TKFRE 51 22600BZX00130000

Htan . 51 PR WS I QMRS 8
15 A B R R 2R 2= AR E AT R AT — 7 v

O3—7 NC PTA NIL—2hAT—TIL

17184014

(=/L—))
TR AR IR
[ < ERRFEREF>
1. EEAE AITIN, RV = =TTy TIR RI=F Lo BkHE

1) 23— NC PTA A —2 B 7 —F L (LR, ATEN))
T IRACIR 250 N L3 DAL 2 453858, 70—
U U AT A REEN S EATDIERE T AL, F
7oy 7SI — BN LD BT R R R N EELHT
OHEETDHIE,

(2E-21t]
1. ERAAE
) PR,

[Feik-BERUVRESE]

1. BIK-HE

Afhi, TE YR TI AT =2 DR O R % H L& T AR i
EHT—F LT, AT —a FIAT Y AN — 2 D
WCW5, AT —T7 Vi RIERD ZEANEIC /2> TR, SMllo
WIEIZ ANV — iR N T AR T A7 ( 0.36mm
(0.014inch) BAF) A3l L T, $EIRL EH & T D PRAEIAL AT
VRET, XUFFOEMEBZ Th T —T VD LD
T3, BT =T NOINMANFIPTFEa —T 4> 7 ST AT
ABLDNARTF 22— T2 > TRV, 2N — DYEIE « IHE
D=, =T F—LRNRDOUNTUND,

PN ATHESY LR R £ CIEIRSE 2 L MO BE R LR XIC
RBIDEFEIN TS, EHENTIT L= BIER DR NE
I, =T aT IR ERRE TR, VA — ANIEBTE
MEHERF T A7 e T v T D~ RV R AS TN D,
BT —F NESRAENLRR AT R E T, TN A A Tk
TEDHED BT =T IVOREIIET — RIS TWD, K
WV AL BRI D —T 4 7 B ES I TND,

BT =T N7 hDOEST143 cemTHD, BT —T v 7k
WZHDTax v~ v~ =, AT AT T —TIVinBHT
WBS— U T =T NORLEZ R T THOE D THD (S
F 7 H90em DAL LE, 100cmDEALIZ2ME) . =7 A
MARZBYED~— I N RIE, =y AER TIZEBNTH
T =T ND 3 — RSy DALE PR DT O IR AT BT

AV
<HMBLX >
T=hRF
RWF T FARN v TH 4 vR—+
b 107} | |
/I N
[ —
o N
T=24—NF
|
e Y/
L1 (e o
gem W L 7

NARF2a=T/Z9FLxT b

1/4

a—F 47 Va—r PTREa—T 4 7 AT LA, AT
LA

AT TAT VAT v—ME, £-1(4 X—=) 2T 5L,

2. [RE
V=T — VRIDDILRE AR AT D EIZLON N — %

PEARL | M NOFRZEERAL I AT ML IR TR 4 =]
BsED,

(ERBEMXIEHE]

1. EREM

AT, #R BRI T AR (PTA) I3 W\ CORAE MR L4 ()
IR, #EARSUT S v b) OIERE BINL T2, Fo, A7 METE
RFDBRILIREATIZ LA TED, 2721 PRAEMEIAE L LTI
M7 | BHERN ORI K O BB IR BR<,

(ERAEF]
1. BEGHESR
CHAT AT RHT =T VOFRARELTEE 2 A XD
ARUAY
CERAS — AR OE A — & (KERHT 7 m—F D

BB D)
HEHY LR D ME ORI LT A R AR DT AT 1
T HhT—T IV

(PSI—8ME2.0~4.0mm: H AT A2 7 T —F )Vl
MNEE=1.42 mm (0.056 inch) S/ —1 4 %4.5~5.0mm:
HAT 4> T BT —T NV E/NANFE=1.68mm (0.066
inch))

 ERA

« PR 2R PR AR IR SUIE A~ S IR R Y A AR

JES—UfPEA T =T ar TN R

* HART A (£%:0.36 mm (0.014 inch) LA F)

VT —my 7Y (10, 12, XiE20ml)

IR E T A

- ZHIER

CTTyva =) TIua [ DSRE.
* CLIPITZY 7 (A N2V )

c MLITRAA

2. [HFARIDENE

) EAS—IEA T —ar TN, 2D Y

O JEF =& AT —2al FNA RERA CEIES T
Y92,

Q@ AT LNDZERE L,

2) PN— BT —T DU

W) 7 —T o T—T N ERV T,

@ REEAN— OFTHENFTOER, HHI—HDFTA

92038303-01A TPBS, Coyote NC PTA Balloon MR
VA-094



N—2TaT IR ERLOFALTENMPAATAREHE, N

=T aT I H R = RV EEAL T s & 42

&

=TT E IR L ERD AN TOB RIS
g R PURA R U 72553, 20T —T V'
FITHIOR LT DL,

Q HETHNITAMLZL—FRIZ—EEEE, B
CLIPITZV > 7 (24 2V 7)) THEEL Th LW, ZOEE,
INARF 2—T DHFACLIPITZ Yy 7 T I | T —T /L3
A ER VI T 528, Fo, CLIPITZ )y 7 O
DB Y7 M albR WO EE T2 8, CLIPITZ )y
FVIBEOIRNIC T —F VL EHR AT BETICER S,

« CLIPITZVy 7l HHOBRIZIL, ¥ 7 b 7370 il
FIZO LN ERE LT e srauy,

@ RROZTHREOWEHETH, LT —ay T LI VITiE
WHE TS5, WY I — AR R (B 20, &
R LW A AR D50 /505 R RBIK/RE) DAkl
H42p2L, ZERLZOMOREEHEHL TNL—2 2k
FESERNTE,

6) AKFOR—=FBOM T B = HIEEER 5, iEicy
Vo Pk L, TN EBLTT7 Iy ad b, e —
TNDE A= (Fr75%) BTz VT — ke 2 i Y]
DERERTHT L,

© JANE T I ~EFTIRIETIV U PRREEL KSR
5L, 77— (W) 2V —R35,

@) LV VRTINSV (FME) HHETDZERE KL,

® LV VEFOEERL . WA PICKiassinied b £k
Sl&179, KAV ELYG AL, VT — & MR T 5, £ TH
RIABELG G BRI AT 2RI — U EiRiRE
B IR EEERT D, I RSN BRIZIT
FON—EFEH LN,

O BT —IfEA T —ar TR RE AN DN T —H
BT FR > COARIEZ B BRLS 728 | F ImLOIE AT
ITHREET D,

A0 SN — AT BE T T, ERFISE AL 72V oY Ok
BT, VU VRS, RO~ =T 4 — LR A=A
HA(FMEENICED M) RBENDEDOT, KipD~=
TA—=NREWES = ATEA TV —Tar T /3 A
EROM T I AN D A=A APNE S EVTERS L TNDD
LEMERT D, IBMOIEL RN LR E DD,

W)X =& T —2ar TR R RO~ =T 3 —
NARIZLo0EOfHT D,

D iEE I T —T N BINT=2— VDR IR T2,

3. EADFIE

1) UAYIL—ADTTy/a

O VEGECTT Ty 2V — L XII7 Ty 2l og BA AR
SO AANAE F AL, W A PRI CAR S O
T =T INDIAYN—A % TT 25, Jmh, 7%
ITHREDRRVDFERRL., HoT- B a3 AL,

2) HF—FLOFA

() HEAERY 72 T TS O T 72 RN O UG 21T, ATk
PBILRICHE 9 28 A 13 AT U ORI SCEICHE > T
THIE,

Q@ IT—T MBI — D& AT L —a 5
AADEZE =2— 7LV DOIREEIZT S,

@) B ST DU SCE R OB BT 245 ST YERY
TRPIEIHEN, I T X 7 2 e L THARTA Y& AT
Do HARDANY AT 427 I T —T VINITIEEITHRA
T5, TARUAY AL T 2—V 2 AL DAL,
FABIZA b T 2—V &2 ET5,

@ BEIJET T, HARUATVIZINT T RA RO T 5,
Ty I ARGEWL R THART AV EARR 2 1S Tz
BN UTIAT > N E @RS 5,

2/4

O BT —TNDRMETARTAVITHEA (RNyr7e—F)F
b ZORE, T HARVAYERLDUAYR—NPHHT
Z&, BT TNV OFARLKZRDORNATIHTART AV L TD
BT =T NVOEENRLIRDE) HARTA Y E R L& HE

g5,
© REEHATDRNH AT AL T IT =T N +3T Ty
v ad b,

) = MREERINHE LT RBE T, Ik 7 & 7 # &2 LT
HT—TNEPoKVEED D, BERBIENHILGEIC
W, kM7 & 72 %@L Ch T —T VB RES T CIebr
U, L AU ISEREES B L)L — o DYEIER N |- 2
BEH DI, BT —T N X T N kLT 22 TRED T
ERWIOEETHIL,
© XUV ERRUT DD TARTAY DENLIGHD T —T IV

PO TLAETO LT DD oKNEDT—T N EHDDHT
&

® AT AT HT—T MERSN LT ¥ 72D AR
R—NeEE=F R EATA XF~v=T 4+ — VR
Tyl T (SEIER) ICBHR T 5, ZALHLORAT ICHE
THIET AT AT I T —T )V EEL COERELIHK
TRIEADATREEL 72D,

O oI ABEBER T CEBEEGEERL O ONT —T NEH
ARTARIZI > TRESE | JEIRSE DA X TAT
ML TNV —ERET D, ~— N REfEREL
THHT2ZE, ~— DR ROIMUB SV —2 D an
H—# R LT, BRAEAL UT AT RN T/3L—
YHT =T OB ELANLERESITORVIRIE TN
= BT =TIV EPLRESERNT &,

10 BX LR OBT —T )V CHAT A0l TERWIE AT,
RORINED DEEDH T —T VA AW TR A AL TR L
WY AXDHT —T NDPWDIINTT D,

3) N —2DYLIE

O NS —2 %R EFETOoVILESE, PTAXZAT
MEE R OBZILRE1T), JERETORWEIE L — %
FRIEICR DI, IO R RKILREA B 2N e
(F-1E25H) , 7L — U ARRR IR Z K U725 613
EEH L, L= BIES TR R T AL,

@ PTANXIIAT U MEEHR DYLENTZE T LD, 7Sb—r D
TTRERKTEETES —UffEA T —ar TN
ARDEEZ BN T L — 2 Z S E 2,

@ MEZISU T, AR 2R M E & T HICIV AT hONL
(& LR EDRRE R HEER 5, 2L — U BDSIEAAR LIE SN 0D
IR ICHT L Tkl CHLINEIELHIET B0, AN
=2 OPERHIE Ty T ARERNC Lo THER T 228, B
KT 5FERNEONDET/ L — 2 DIRIRE YR (72
LSRRI AT NN OB EIX10[E E T, AF7 U RAT
RWNGAIE20EETETB),

@ AT —TNELZRTDEEE. [T —T VO TIE D
T T, SO LN 2TF UL T AT —T Dk F D
HIzHET e,

4) HT—TNOkE

O JEELIZENRD A EZ L TN E, /Sb—2
MFERITIAE L TWAZ LA M A& & CTHER 5,

Q LT T 2 H B CHAT 47 T —T I INBIE LT
PN = T =T NWETARTA Y BB LIRS, kT
BT D )T ERGb D,

@ RiEN—TRIZ—EPEX [ HOCLIPITZY Y7 T
ESHDHIELTED, ZORE NARF 2—7 DFH%CLIPIT
IV T TCIREI BT —T NN OmN A E RN LT
%, CLIPITZVy 71X BREDENICAT —T V& AT 5
BRIZIX B A9,

« CLIPITZVy 7 i HHOBRZIL, ¥ 7 b 7370 il
FI20 LN ERE LT e rauy,

92038303-01A TPBS, Coyote NC PTA Balloon MR
VA-094



5)

BT —T VDI TNE

W LT 272D )T E R D,
Q BT =T NI T FTOMBIRNL, B HOFT

HARDAY LI T 577 2 2R FF T2,

@ HARTAYPENRNLIREEL, BIRN TOHARD A

DN BEHEER T 5, TARTAYDALBE T 7 AHBHR
TCHRLOD W T =T NETAT AT T —T b
Sl &b D,

@ UAY =R OB A (7L — 2 Pe i S AN K

256cmDALE) IZET DET, AN — BIRS T2 T —
TNEGIERT,

O BT —TNVENSRE LT X T EPDEEICR XL

ARTAY D)7 %A oD THTEDALEA EE T D,

© HARTAYBPAEEN A @R TR B AR DR S A

T =T NWEITARTAT NSRRI,

O WIMER T 207 —T NE N — 2 T — T L D Wi |

OS> THFL, [T —T VDA | OTEICHESTH
7= T —F N AR TARTAYI T T AT T 5,

<FERAFEEICEETSEALDEE>

1.

BT —TIVBNME A SN TSI, miEfETy 72
BB E I DB T ChOT—T VB BRIET DL,
28— OPEBRRR L R EIF A O3 WAL A AR
DOMERKLOBETORESLZITELLREITED
b L& BE DY A Z ST T-9, ]

NNV AT =T NVOBNERIIHAT AT T —T ND
O E BRI a— LT hT L,
BAEFICIRBIE U O N 60E. FEER T DRI
KO FRZRALICTHIE,

(ERLDIEE]

1.
D

2)

3)

4)

5)

6)

D

BEERERMEER
I RIEIRIE 2B X TR T 58 VL — U RS 5280
D, EIENTO S — 2 JEITHMERHT e RIEIRITE 2 X
RNzl (RRIEFEICOVWTIEHE-125HBoOZL,)
(HESHIESRIE 2B 2 D E /T TR LIZ B & OB R O
D NARA~O BB IR S TR, ]
VAV Nl | A A R o I S N 75 | i RS Y et S I A
TN EA LT —al TR AT BT LA LS
5,
FHBEIT =T N5 EHELS BRI LN D56
W3 AT A T HT =T NEEBICV AT AR ERT
LTENHEREIND,
BT =T NEE T DA AT D MLiEEEE 2B 1k, #0
il 27O TFHEIL, LLFOLBTHD,
AU D EEET D,
M AT DT X TR A 8RNI AR
R SR & DV 997,
A AT DRI, 07 HuEE E A & OV JEIR 3R %
BH3HZL,
AKX, B DBoston Scientifictt i L — AR AT
Y EOBIEIRICK U CRREHRGEZ FE L TD, HL, AT
VEOREIE I A— I — TR TRRBID |, AR Attt
BIDAT VNPT DA IXEEIITHIZE,
TEE-FEER
ERIREEHG

o e

@ ZEARIE (KU, BaR, 77— 755 12)D)

©  FHIEARIE

@ AR MBI

B Mz

® ImAe

3/4

O GEEEIR AR E
® &
O (MiF OfREE, L, B, AT
0 1o fiE
1) Ehfirsg
(12) ghpfrmE
(13) D ARTE B OV R i
14 L=EMMENE & T AR
(15) fiss R4 (B — 3R
16 BARA
a7 VeI
18 vavr
19 BT - FHiy
20) FhiE
2) FOMOFEFERS:
MO i (ZEREAL T H i &2 )
@ 2rEpAZE
@ TLILF— R (Bge,
@ ifniEpAZE
6 Fes
©®© Moo
(QII:91 NEE =1 1 D
©® i REEOR M ZETe) , AT — VAEERE, HE5E
O RGOS A 5 D RR E E S
10 e VRT3 e8)
an #im
12 =55

TERAN R QSN ST§DRIE)

[(REHZRVEDHEEF]
1. REHE

i, 2, B A AR CTRE 528,
2. BXHEAM

2 [H CRRREIZ L D]

[RERFEERVAEXEFORAXITBHE]

ERGEES:

RARN AT T AT g7 DX SRS

6% 5 :03-6853-1000

HEXE:

b NES| RAN Y AT AT 4y T—RL—Tay
[BOSTON SCIENTIFIC CORP.]

92038303-01A TPBS, Coyote NC PTA Balloon MR
VA-094



#F-1. a3—7 NC PTA \—2 AT —TND/ )= TIAT VAT r—h

73— H0 % (mm)

[E£kPa (atm) 2.0 2.5 3.0 3.5 4.0 4.5 5.0
304 (3) 1.72 2.18 2.61 3.04 3.50 3.87 4.30
405 (4) 1.78 2.25 2.69 3.13 3.61 3.98 4.43
507 (5) 1.82 2.30 2.74 3.20 3.68 4.06 4.52
608 (6) 1.86 2.35 2.79 3.26 3.75 4.14 4.61
709 (7 1.89 2.39 2.84 3.32 3.82 4.21 4.69
811 ®) 1.93 2.43 2.88 3.36 3.88 4.28 4.75
912 (9) 1.95 2.45 2.92 3.40 3.92 4.33 4.81
1013 (10) 1.97 2.48 2.95 3.44 3.97 4.38 4.87
1115 (11) 1.99 2.51 2.98 3.48 4.00 4.43 4.91
1216 (12)HEVEILIRITE 2.01 2.52 3.00 3.50 4.04 4.46 4.95
1317 (13) 2.02 2.54 3.03 3.53 4.07 4.50 4.99
1419 (14) 2.03 2.56 3.05 3.56 4.09 4.53 5.02
1520 (15) 2.05 2.58 3.07 3.58 4.12 4.56 5.06
1621 (16) 2.06 2.59 3.08 3.60 4.14 4.58 5.09
1723 (17) 2.07 2.61 3.10 3.61 4.16 4.61 5.12
1824 (18) 2.08 2.62 3.12 3.63 4.18 4.64* 5.15%
1925 (19) 2.09 2.63 3.14 3.65 4.20 -
2027 (20) 2.10* 2.64* 3.16" 3.67F 4.22* -
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