90929199-01

%2014 4£ 6 A 20 A ekET (55 9 i)
*2013 4= 5 20 HEkET (55 8 i)

[ R E SR 8% 5 1 20800BZY 00525000

Hetkan 2.7 PIsSRE S 25
EEEBEEMES AEAATVN 36227000

VIS TV O ABERAN—FRTUR

A A I
(i © (R, BEXEHRID LS TOBL O LT

1. ERARR(EE)

A

) YARTTL oI ZAEE D A—RZF U (BLF L AR 2. ﬁﬁl’%ﬁi
5) 1. O BE IR ZE LT O 5o0, BHEARIE

O E&X12 em UL FoyezEr A4 585
@ FAEM R OVE B OB R H 35858
@ AhOBBEIED, BEEHN TOFEILOWRENRHDT0D,
FRZR O BFE O A O 2 HEITITH2 8,
O AT MEE BTGB IR E A T T LT

(K- BERVREE]

O E

AT R LR RIEOPAENER BICIY  BIEDPIMEL
ToRBEITHL T RO B ERE FTRRIZT D A TSN D

LB FTAT 4 )= NHRT LN CRY TV AR R =TS,
@ BADOREHBELNEH OFER
2. ERAE AT, AT VIR OT I A) =2 2T Dinb7ah | B TRl

O ABICEEOIMENZ2OD B SR EITO., BEO Ik E
DHLGE IR L, [BEOEFIZO/RNHATHE
PENRH D, ]

@ AEOEEIT, NS L AR 2NEIE T DD+ 0578 K
SXFETRBERENILBE CEXRNEF ITEER L2V 28,

@ BEILZY, RN TEV L E AT o e R LA
Nt

@ AfE, —EREL-OBEISE0HELZO LN s, B
BALTZAT UM BENISE DL, AT NI AV O/ S — D
BRI DATRENEN 8D, AT L NOREN S O B3 il B
YA 2N — TR T D RIDO AN D AT MG B OB
TORAFETHY, VN —7 LT /3 2% UV TAT > M
FRCHR A Z ENI=DT o Yay ZA—F YA CEMT 5L,

IEPRSEIC L ABIE T THAL THVARIEH ATV Th 5,
AT MIE RO H QILERAT R T, TUNRY = 2T A
DIV —AA—F ¥ THEEZ DTN TND, T4 H—V
TR EV)—AA—F X EFTETRAL, SiEo Nk B
FL HERFT 5, ARdhE, TN =3 AT ADYY— AT AT I
AT UG NTUNRY = RT AOSHEIZEY, FERSH 5,

O N EX

1.ATUk

FAT A= NVHDAT L NTA Yo — T RITHRA TR E T,
MO —F 13T var A—F ¥ TREBENLTWS, VT
VAV A—=F X IO T VAR KD T V= A—F ¥ AT T, A
T YRR RTINS —TEDILTRY, AT DO T (7
aX L UE) IETL TR Lo TN,

6 AL DOAT N LARDETHEHALRNZ S, HA— RFULTAY
© ZBILOERRIEZRET DT T aF o~ L)) — A AT A |
TIHEAT VDB G E - 7 HA S & T E O 7 [ % %
o THINRNZE, TAAZNYY = AL AT B TIEAT VR ~ =
DD EST-OAR M E M E DB S H 5 F LA . UFUas R—F 4 £
FLNZL, (FAREILE) (FAFTT L)
() AT URREAEICBSET 24~72 FRf237)3%, 2084, &
< EARJFREE >

Rl 1t 25 D B IE S AE DPEIR DORRERIZIL SV T2 T &
IRTF IR B, RIS OYLREREIC L > TE L,
I, BENELZHZENRH D, HilI7 D TN LV AT hssb
NDZEND DI ATV N B LT 1% OISR IS A
U — 2R L2,

2R

1. BAXNR(EE)

WOBEITIFFER LN L,

O BAEREE RN ORIERIE~DAT LV NEB[AT VOB
EA~DOEMEEI SOV TTHED LI AR THS, |

@ PRSI IIAT S EIE TERWVII M RAEN~DO B B

@ AT ATl (EJ7) D3R AEEE RS 2352 em AN O &

@ fiE — ZE AL Ak (B BIBRME) ~ & & LIF Bhifdh ¢ 2
T M EN TS REE DD, ]

©) RIEBAEPE MR~ BE (FEARRZ ML COAEE)

© RV—FRFE~DOEE

O RN AP RO BE

1/4

o F BB LRI AT A E R BRIV E L RYY
L E LSRR, SRR LB A

2.T7YIN)—S AT L

FUNRY— AT AL, T IR = AT DD SN S AT RS
BT DT AAXNIV)— AL AT LETFIL NS IR T 57 mx
VRNV =AY AT LO2FEIHIN DD, AT VN EEF LTI
U= AT ADOT ¥ 7 b BT, BN TAT UM ETHERC
BB DOAT N O R—iD B LT DN EEZ R Ty 7 A
A B~ — & 240 (U8) B35, £z, ¥ 7 LITIL AR
DREIFENTEY, 20 BV E AW TR0 oy 7 28AR5%E
M~ — A5 BE O ETOMMA AL TES,

Fo, TR LI =AYV AT ADAT MR E OB
V—=AA—=F L, FrMOFEORHE (Vo) BEGE~— D O#%E
L TRY, NS F CAT UMD EEITHIZENTED,

90929199-01A TPBS,UltraFlex Esophageal Covered Stent
ME-016



G4 H—=)2G
IyHORETFBBIET—H |
7\ a )\
& p— — @%,E k/
INVIRF T YY—RR—F % Sx Tk
< F7pJER R >

RTINS R RV —T LT ay I 7IR, S a—r 2o F)L

[EABR. hEEX EZER]
ARE L, NIEPE OISR PE O B E S LD RIERAE BV T,
B OPTEEDHEEHC VD AT N Th D,

[&BHEFE]
() AT U h—=H R —PERE R : =5.2 N

©
0
@

VFovary A—F D /)y 5 RME : =2 14.5 N
VY—ARA—F ¥ 5 9R5HE . >25.0 N
TAVH =V =V —RAA—=TF ¢ DEEAERRE . >25.0 N

GREAERIIERAEE]

O FRITHELRRE -AM

SN

- SR

s Ty AMBIRLEE

< BRI T LR T 720,97 mm(0.038 inch) BOHART A
¥ (F£&260 cm)

O EFAFID %R

W)
©

MIRIT~10 H LAPNICBIE © o7 AR 2 1TO 28,
METISU T, 2 H ORGS0 8H Al 2 5% 5 L71-0 ., B
DOEJREFISITDI2D12, Mg~ JE 5 BT A #5019,

OERAAE

W)

@

<~

®)

@

WIRBEAE L BB A RE - F M55, SRAsm A iR

L. HARTAYEHHATD,

HEE T UL OB E RS 2T 57201, 7ryE—
Fo FREMER T 40.97 mm (0.038 inch) B&DHART A
YOEREHLET S,

PIARSE RIS T oo M2 (= J7) LAEsmilpe 22l (T ) %

A5, WD I TS B R R, B

DY DI AIRAE (T )7) T TOREEERIE T 5, K

(SR EEE T o MR ZEES (7)) £TRIEREL, YIS0

BRI E T2, 20 DMEMDOZELY AR EZRDD, A

TN BT D AHEMEE B/ NBIZIN 2 D720 S v—

T =T (RECE ENRO) I XD IRASE DO PEIR T N RS

SAIAR Fh OB T REZR AR D,

R B X QISR IS LD L= e TR
LR Z b o720 | [EATITAEPRASIEIE DR BRI A
SWCHWT 5L, REEREOIRICEVEL, H
1, X OB EZD AREMED D,

AL, Ty 7 ARRB R Lo THIRE T2 L3 TXD,

YIRS A B LI-E . g0 F oM (E) KO

SEU (R 7) &y 7 ABRIC IV BIEE T 5, =y 7 AR

B~ — D EIERSUTNERNZN T, HDOITIES

FHEE 72 L O FRER A WO LEE RS T 5,

AT UNDORSEBRIT B0 P2 R2 ERICHIETHZ

Lo AT UNE, AR JV D7D 5~6 cmBEWVH D& IR

L, /8= DI e ONEALDZEND I T D, AT b

EOBRPIZEMBHHEH AL, FIZEW T DOAT U M ER

THIE,

HE BHIOAT VN CRASR &R E B LN TERD -T2
Bt FCEBRDOBIDAT N BETHIENTED, 2
FHICHETDAT VNI RN B LIZAT VRO F
T (E5) (BB, 2O, 28 B DAT RO
B () 23, BeWID AT L ROFTAUN T L T ITHI2~3

2/4

®

®

®

em R DIDNCTHIEICLY AT I ER kA E
W, AT U MEOFS G E IS A ENTES,

HARTA Y F B LI EERENONHSES — Ll F

ARTAYOBEICHIIA TS, AZAL N RGO JEmNE

BoprE, KEEOEIEAIE AW TREO SVART T K

V) —AA—F ¢ Z Mg S5,

R BE OB EZMET, AMEFATHRENESESIC
RHINTTHTE,

KEHTARTAYI > THEAT D, Ty ARER T T, AR

Ea D TNl = 7 AR T~ — 5 Z 5 0O For il

D kI, S 7 AR B I~ — T 2 N 0D Sedm il

JOTFIAERD L, JEE2 DD~ —H DRI ILE T 5L

NCT D, ZAUTINAT U NS 1 S —F 52 127D,

R T IUN)—V 27 A FICHIF SN BEVIZE > TAT
VRONLERDEITHIZES TED, JEEOTFIeflns B
FHOM M ETOEMEEZFHIL, ZOMENH2~3 ecm5[<
(NHBEORNCEHIIT 2L, FIEQ)ZZ]), TOE
SET U N =V AT AONEIZHNWDZERTED,

PIREER T IE (s < LY — X 2T LD F)

WRB~—H DI EFICT VA=V 2T D> TS

ZHRE T 5, i~ — I O RONME X, EBHLZAT b

DOF M (ED) DfrEE RS, A7 hOT7LT DRSIT1.5

cm/2D T, JEBEO T M 53 embh b EFICHR~— 1%

Bl LSS 2 D 3 —3°5,

HE Ty AR ARG~ — P13, R L= AT U M iE %
FRFTDOHRTHD, BEBIRAT  MNEEALE L, R
TUMEE TPy 7 ARE IR
BHTE,

AT N BT,

R AT UMNEBYIC, AT VN AT LB L STZ0, A
WREIEE NA DLW, AT U ROALESRA KD
FEREIC R 5 2 DA REMED D,

@ FAARENNY — A AT I
—HDOFTRFEDOHT —T NEBNIRNEIITRFE
L. H)—FHDOF TRV NTNE T =D
TEaFIKE, V—AR—=F ¥ PIF IR X IZAT VIR
BT %, TARAZNIY =R AT KTAT RO S
I (FI7) P OEELLAD D, AT MNEMFIZT Y 72
B ONSE T TE=ZL, AT hONLE 24D
ELUHERTHIE, RETHTEMZREL Y
T—T NEGIKZEIZEY, FflZmoTART R
PLEZTRETHIENTED,
@ Fuxi <L) —RL AT A

— T DOFTREDD T —T NN BRI ITHRFF
L. b9 —FDOFTAURMHNTNB T H—D
TEFIKE, V—AR—=F ¥ NIFEI, IRA AT IR
BT 2, 7 uxd =) — AV RAT MIAT VIO T
TE (7)) D BREBELIGD 5, AT MNERTHIX, =
I AREB R OCNREE T TE=H L, ATV IO ES
MR UIER T 528, HETHIUZEME PRI T
T—TNVET LY, RNz TAT b
ONEETRIESHI LN TED,

TS IH T HNAT VIR E LI KBERETIRRL2ND

ERHDHTD | RIAZ IS T CIRE MR T 528, K

EHARTAYEEEL THET S,

HE RFEBAT VIR T D01, UTAT M35 HY
WZRBIL QO DIFICAR R ETARUA Y B LI ET
D AT UNDAENBENITHIEDN B D, EFITIE
FERRRTINE DN AR, AT VMRS HITRB T
DETI~50 ML IROAT YT EITHITE,

O KEHETARTAYEPHNEFERET,
@ PETERWGSIE, NHRSEINICAT U MEERICAED
NN—2 AT =T NEEDD, NV—r T —T N %

90929199-01A TPBS,UltraFlex Esophageal Covered Stent
ME-016



AT UMNICHEBEIC EROZT D, S— a5
JETHEIRS ' 5,
@ =BT =TIV EIHEL CRESINIC S | XA T,

KwETARTA Y 2PN EFIERT,
O BEVONHEEEEET D,
O FHitk
BE ORI K OMIIT OB 7 L 2EHRE L ATk
ALE DK ARIFLERE T D, WS, BIEIER, K AT MF
MNCLDEERGIREINIRD, BELBILET D, 2485 LN
WZANAZ N A BT =L @R TR IR E 5 25, 24
e DABE (I, AL COHEEL, BWE LRI REE D
BT (P, BR300 8) | ARTEBITK Sy Z
FTARINCEFIRE TS, BEDO T HHHOITE BEEAT
AT UM RBIL WD BFITIE, Ny R CHEEE 2 E<T 589
IZHEEL , MBS U CTHIRDAT v h~Ofi itz i/ NRIZ T
BIOICHIBREIZ LT 5, T D% AT hOBT@E LN E A
TR T DO IHKRBLOENLIED 3, A 8, FT2I3E RN
e T IOV T IS T A —T v 1B,

[ERLDFEE]

1. BEEGERNEE

D A, —RIRVOEHEL, B, FAAER, SUIMEE T

Tz, [EREROME N4 T ATHEMER

HHLEHIT, EFRBAROTIE, O CIEER R K E 725

THEDEE, IR, HOVIIE NG SIS ATRENME

NdD, T, BRI YSND AREMEE b IC, BED

JEYRO AR RGN S| L SND FTRENEN DD, F7, B

AR DF RSB G RERIICBEZ OEGE ., FEHHD N

[T TN DR DD A REHEDHB, |

A I RIEE OIRRE AR SN D, BEENRHEL T D5

Al R EEHLZZNZ S,

@ AMmEFEAT AN, AU SUEER G T 528, AR,
RIET 0T —BRADINEZ T ER, X IIZOBEET
TORFEHATHIE, RGO AT, o KR, K
IS K OZOFHICEETDIAZIZONWTERICHERL
TWBIENKETHD, AT MEERIZBIT DI O
B R . B S XIEAT NS RY
W R RS O B3 U LN 2B "I BEME 2 D D,

@ ZRMEAFEMREA
FEERRBRBR DFE D | AAT U MIBED S F TOMR
HWEMERL TS, RiEEHL WL EFIILLTO4
T CMRIZEBICZITAZENTED,

CERETRE: 3 TATLT
- ZefERE R AL -
139 7 A7/m (13,900 A7 A/cm) LLF
© B RA L S HERIN R (SAR) (A3 L R[] - 154%) #:
3.5"*W/kgPL T (1.5 7 A7)
2.9 W/kgbA T (3 7A7)
#1: 45 CTAF YU M Z 15 MICER ET DL, fRkE
HBORR /2D ATREEDN DD, V
¥2: BON RS Y (WBA) SARTE L, SKEMERR
Brlt 2 (ASTM) O 7 7> b b K OV E fits S 7= iR B 12 B
HLTEY, MIOFREIZE SN TND, WBAY 7Ry x
TNFRTDHSARIE, A2 7T MO IERE R R ATIRE B
A2 T IIREY TH D,
FEMRR R E EHa L7 f5 R . AR T U hOIRE ERITFRIC
RTIELLF Tholz,

V)

=

o B AT M2 AH)
HREE | AR BEE | 270 M fE) e
(100%4—n"=797°)
N 15 %y 5.80 C 4.6 C
ST AT
20 4y 7.02 C 5.78 C
o 15 4y 9.30 C 8.75 C
3.0 7AZ® o o
20 4y 9.30 C 10.50 C

3/4

ar FRRAEY LRI R (SAR) 3.5 W/kg, A% v BEf1204y, 1.5
27 (Intera®: Philips Medical Systemstt: (A7 % XAk
) W7 77 47— W RADKEREGMR AR+ — ()

b: BRAE HEIRITER (SAR) 3.4 W/kg, A% HE2045. 3 T
27 (Magnetom Trio®: Siemens Medical Solutionstt: (KA.
TG ) WT T 4T — VR BRKSERAEMR A%
F—fdi )

WEOT —F 7 7ML, V—r Ak AW IR RERIC

BWTAF v JT BRI, T A A=A ORI L U4

M DOBIFIZDTes TT NAANGIR K12 mmET K5

BWNDD, ¥ — AL, 3 Signa® A5 LHDx GE Medical

Systems 14LX., 400 mm#:, 280 mmDEELRE R D EZIETH

A AF14.0 MS_0737.f MR AT AT H61F 5 FEEERESS 2

1T G Ot E LD 7T T 4T hma—iEThD,

FHETHIUE, AT U MMEZIAHRSN TS E A (RF) B2

IR DI K e A Y B[] T 52047 B & (iR %

EhEESE, JIERERERBIOBNRELEREZETD

VENDD, ENEIEBOMRTFIED BN, EREEME K

OMREFFIERTIICFERRL . BB DFONDF] AU DOV TG

DI T2 D855 030D,

B T UOVDERPREETHHSTD, HFETERWIGA . A

AL,

2. TEE-FEER
FEER
KO HIZES T LTOREFEFSEPEIVEDLN, Zhbic
[REZIDHDTIER,
O PHICIIFESS
® i
@ %L
©F <57
@ 27 OB E)
® R
(OF::t: > € A i wallv e~ N oIk e
QAT MRIEB DA FE RS
O FE1= GBFHEIROEIT UM LDH D)
© i
® %L
@ 7%
® 27 OBE)
® EEDOAT L GE
@ A7 M AL COEBOBE K E
©@ BYWIEAN EHMICEEAS AL T 7N~
N/
BULN/
(DE:SEDS
©@ hE
® 5
© Hif e
KA RN UM RsEE OB FL Gl 5 OHEFT DL
PN I ND)
@ 27 Mg
AT NS — R
W T R O P
JRYE K O e S =7
@ REFEHE/RaEEE
3. ZOMDEE
fE I, R, 1TBL, K OHT BRI D EH 281
e THRLM R OV EERPEET DL,

90929199-01A TPBS,UltraFlex Esophageal Covered Stent
ME-016



*%

(Brigk- REH ERVEAGREE]

1. B REAE

L, 2R, B B OtERE T TIRE T DL,

2. AR EROHR

Adn D@ HE RIS TOL MEREIR ) ETIcf M52
&

[B%]
IZ NS PN

[FEXRR U XFREERE]

1 FEXH

1) Sapareto et al. “Thermal Dose Determination in Cancer
Therapy,” Int ] Radiation Oncology Biol. Phys. Vol. 10;
787-800.

2. XEKEERE

RAN A AT T AT 47 VSRS
TURAAE —

HRAHP X PEFA—-10—2 PEFEIITANR—THFTR

HE G 5 :03-6853-0940

[MERFEERVAEXEEDKRAXIIEHRMERE]
WERGES:

RAN P AZT 4T 40y DA

HRH B R4 —10—2 HE BRI —T T A
%% 5 :03-6853-1000

S ESERT:
TANTGUR RAN YATT (T 47 VIT 4R
[Boston Scientific Limited]

4/4

90929199-01A TPBS,UltraFlex Esophageal Covered Stent
ME-016



