90848553-01

%2013 4 5 A 20 AokET (55 8 i)
*2012 4E 11 A 15 BET (85 7 /0

[ AR AR AR5 20700BZY 00158000

Hetkan 2.7 PIsSRE S 2
EEEBEEMS  AEAATVN 36227000

DILNSTUYIORBERRATUR

P AR IR

(E&]

1ERAR R (BE)

) IAITTL 7 ZBE AT UM LT AREREVD) 1T, ]
OERFIIIE ICE B L LRI 2L,
O E&12cm UL FOAEEZETHEE
@ B O B OBE A AT B

@ KO EIZ W, BEWMM CTORELOBRENDHLT-

TR ENT DR DD, ]

© P EEEIE: i PN ~ O R (R ARFICH I L Th D
BE)

D R) =T RIFAEA~D [

® WS ANEEROBE

O [(ERBM. EERIFFRNHIFLINTODLS DT
DFEH

¥ | BT B ~3 Fl O I A B A TH 2 L, 2RI
D AT NGB RS E U BRI AT L C AL
WHERE
@ BADBEPSEL B (k- Wi R U R IR )
2 fEiFIA % o=

(M) AFITHBEOIEN R B SR ATV, B 5O IR
BHLGEIIER LWL, [BEOEEICORNHATHE
PERHD, ]

Q AOBBEIX, WIS L OAR ML @B T 5012+ 07K
EXFTEIBERAEDIE TE VB ITIX MLk,

@) BBALZY, M RBL/NTI AT MR LN 2 8,

@ AT, —ERBLZOBEISEZ0HEELZILARNE,
LTI AT B S AL, AT RI AV OREFHICS
TRINDATHENE N DD AT U OB T L O BN LT
A V= TR T A RN BRI DO AT MY E O FE T
DFHARETHY, YN — LT /3, 2% UV TAT > M JE
PR ZENT-IT o sar A—F ¥ 2l A CTEmTH2
&

6) O AT UM A G D TR ALV L,

AhiX, RS I LD RIE OIS BIZLY, s B ME
LIz BE IR LT, R O BB IE ATHEIC 75 B CEAE
N AT 4 ) —NBRT N THD, RGhiE, TA T4/ —
D HEMEHEN A 2RISR A F, BT ZF AR F T v
HEREIC X > THRIEIRET 5,

OERL

AT, AT UR R OTUARY =T RT Bpn720 | B T
USRS I A FCHRAL THWABIEAAT VN TH
Do AT UNIEBEO B EIBREIAT VR C, TUNT—T R
T LDV — AR —F ¥y TEREIOITHNTWD, 74
H—=Vr T %BEV)—=AA—F ¥ Z2IFTIETREL, A
DOANERFFL, MR T 5, R, TIANY—2 T ADY
Ve AV AT I, AT U T U ANY = 2T AOHEIZED |

FENDD,
6 ZRILDOERIEZRET D720, T uF v~ LU —RAL AT A @/ &K
TIEHAT U RO RBENAEST- 5K &2 E O S5\ m 1.AFUk

MoTHINRNZ L, FARZNI)— 2L 2T L TIEAT b
DRI E ST DA AT H NHIEES D I RIS LIA
EA AN

(D) 2T INGERITBA T 24~T2 5, ZDW4 | E
Bili it 25 O T B2 DPLIR OB SOl lrg: T &
TRF UL D7, BE IR O JEBREEEIC Lo T AL,
i, BEEZDZEBHD, HlT RO INZEDAT U hRsh
NHZEBHDHTD | ATV N B LT % OYERICHPE S
AL —H TR L2l

FAT 4 )= NHDAT NI Ao — T RITRA TG T,
WO N —F I T o ay A—F ¥ TREBSNLTWS, VT
VAV A—F vE O T VARKRDT )= A—F ¥ X AT T,
27U RO FE T (T EF <L) I T L TR Lo TS,

Seuil YFULavR—F & Ffl
(TARZILEH) (FRFP 7 ILiR)
(R&- L] <JFURRE>

1 EAXR(EE)

OB ITIZER LN L,

O BEELAETLIZOORE

Q@ BRSNS RN OBIERIE~DAT R E [ AT RO
BE~DEHHEBICOWTIXBIEDLZARMTH
%, ]

@ RS IA S 2N BIE TERWVEI IO IRZEN ~D -
&

@ 2T NFIH (J7) 23R IRSE S 2> H2em AN O BF &

6 fril — 22 LR (B OIBRT:) ~O R & [HEhED) T2

1/4

=T F R R AT IVREG R SRR LT B
HH

VD VARSI &N

TINY—2 AT BT, TIN)— AT O Sl fllnsA7T o~
MBI DT A AL NI — R AT AETF TSR
0% VYU — AT AT AOLFENR DD, AT U LT
FYRY =2 ZF LD Y7 BT, B F CAT UM R
FTABKCRRABDOAT VOB LEDON B E R T Ty 7 AR

90848553-01A TPBS,UltraFlex Esophageal Stent
ME-059




B~ — % ) F 35, iz, vy 7 b EICTE Y
BHIFENTEY, 2O BEVZHAW TR MOy 7 AR
B~ — I HBE O ETOREEEZ A2 N TES,

T4 H—=IT

@
= @ == N

IVIRARTEBET—H

- \
! |
INVLINARFYT Y)—RR—F % ¥ Tk
< BE>

RUTINRES R RV —F LTy 7IRN, S a—r Zv
8%

(EREM. PEEXITHE]
A dniE, PRI S8 R M o FEPE R 5 1 LD BB AR A2 12 36
W, BB DBFIEDHEFFC VWD RAT M ThD,

[ B T#%%F)

O VFrvarA—F 1D /o5 3R : = 14.5N

@ V) —2A—F 5| 5RHE : >25.0N

@ 74—V T = V)= AR—=Fx OPE LRI : > 25.0N

A EX TEAFAEE]
OFRICHELFE
ENL
Tk
Ty AR A
HeM 7 L% 7 1 720.97mm (0.038inch) £ D H AR T A
Y (£&260cm)

O FEARID £

O #RRT7T~10 H LINICRIE = 7 AR 2 THZ L,

@ MEZIGU T, 2hE HOReE A2 517120, B
FOWIFEFOIT DI 7 v~ [T R A 10 3K
ERS

OFERAAE

O WA AL, Pz B2 Rt 7hl 45, PRl & it
FBL, HARTUAYEEANT D,

R IEITLIEA L O@iR2R S 10T 57212, 7aye —
F o Z R T £0>0.97mm (0.038inch) ZEDHART A
Yol AR 2,

@ PHSIAC Foulsassn (1J7) Leimiipeasit (7 7) &
BAETD, RO NTHL BV ZH AL, B
F O SE i ANSRZ2 (8 F7) o BlEZ JE 3
%o WIZHREEZ T ool 428 ( EJ7) ChIZRL, Utk
OO EBEERIE T2, 220DRIEMOZELY SRAEEE K
DD, AT NI ENT B A REM A i/ NRICI A B8 N
=2 T =T (RIBITE ENR) ITE DA DL
RIS I IA G O EIB AR AT REZR G A TR D,

HE B Lo TUINEBRMIC I L — U AR
LW Ebd D728, EREAERAEEORRBRI I
SWTHIWT2 L, REEEOIERIZEVZEL, H
., X OBEMBIEZD A REMER B D,

Q) AL, T/ ABERICL > TOMAE T HILENTED,

WE e AL SN A R E L2 EE, EEO F ool (R

77) B Ol (F5) & =y 7 AERIC L0495,

T I AT~ — A % SR U PN ERBIIZ FAV T

BTN ERHTHEE 72 & O 7R S 2 TR

&5 TR T 2,

AT VDRI EEIRT D70 | AR EMICAETHZ

Lo AT UNE, BAER IV DR EB 3~ demBE WV D Z B IR

L, AT U R ~2emESICEEN B LT D, ATV MNED

BPUZEEM D HDL A X, WICEW T OART U N3l T

AL,

@

B R PIDOAT N CRAER R E B LN TEep oz
BT, RUERORNDAT N BETHIENT
X5, 2B BICHETHAT UM, VN E LA
TUROFIM () I ETHIE, ZORE 2% H
DAT IO JEsHM (FJ5) 23, e D AT hO Tt
7L TITHI2~3emBE/RD I T AHILITLED, AT
VIS RERE RO, AT U MEORE G E I
THIENTED,

O HARTAYEREEL-EEBENONESIE —EREL,
TARTAY DRI T 2, AZAL v N RSO Jeiii»
DEBRE | KBV AZ TR D /7SN RTF
TR —ZA—F ¥ 2RSS,

HE BE O EZHET AL EHATHRBENESESIC

RHIDTTHTLE,

© KEETARTAVIZH > THATS, =o 7 ZABBRT
T, RO F Il =y 7 AR AR ZG M~ — I & fE O 1)
X0 iz, el 7 AR @~ — 0 & 5 0 E
JO T @R DL, BB 2 DD~ — IO YA E S
BICT B, ZHICEVAT VRN ERE D R—F 528
725,

HER:TINY—=V AT A RICHIFENZ BRI > TAT
URONLERDEITHIZEL TED, JEEO ool s B
FHOUIMECTORMEEFHIIL, ZOEH5H2~3emF|<
(NBRBIORNIFHIT 528, FIHQEZZM) , 2D RS
TN =T AT AOMEIZHNDIENTED,

HE oy AR FE M~ — D%, JRELZAT ML E
ETRT20HTHD, BB AT o MEEALE T,
AT VMR E TPV Toy 7 ZABE AR
THZE,

) A7 N RRRT 5,

R AT UNEBTIC, ATV MNAAT LE QLT A
BREXAIMNZTZO LN L, AT U hOAL B4R D
FEBEIT B 5 2 DRREMED D,

O FYRZNYY— A AT I
—FHDFTARMDIT =T L ZEN NI ITREFL,
HI—FHDFTAURFNTNBT =V T %
FI<E V) —=ZAA—=F ¥ PIFTUR 2 IZAT UMD R
T, TAARZNI)— R AT ATAT L O S8 (F
F)DHEBLIGED D, ATV MR, =y 2 HE
AR OIS T CTE=X L, AT VRO EEDIRL

BRI DHE, LETHIVIEBZFRITL T T —T 1
ZHIKZ LTI, FoelicmroTART U hOALEZ T
A HZELMNTED,

@ FuFT =NV =R AT A
—FHDFTRMDIT —T L ZEIN2NEIITRRFL,
B FHOF TR TNDT 4 H =V T %
BIKE A=F ¥ IS, RAIZAT USR5,
Taxy e NI — A AT AFAT RO F Il (1)
MOEBLIED D, AT NEB I, =7 ARER &
OB T TE=FL, ATV IDOAL B AR IR UTER
THIE, LETHIUTEMZFWL T T —T Va2 M
FTZEITED, SR 2y TAT > hOAL B & 7R &
THIENTED,

O® BT ONAT VMBS E LI KERE TIERHRN
ZEnHDTD | BB IS T CILRA MR T AL,
AREpEHTARTA Y EEE L THRET D,

HEE AT URBEIET BRI, ULAT MER BB L
TOVDIFIIARBETARTA Y EEE LI ETHE, AT
VRORLERBENT D LN B D, HFEPITEBE R
BRECONTHEIT, AT U NREBIE T2 T3~
SOFFH  IRDAT T HATHZE,

O KELEHTARTAYEPSLDEFIERET,

@ HETERWEGATL, NRBENICAT U MEEFRICED

90848553-01A TPBS,UltraFlex Esophageal Stent

2/4 ME-059



PN BT =T NEHED D, SN T T IV A
TUMNICEEICE RS ET D, S — 2 ERELETE
TILIES® 2,
@ NNA—r BT —T ARG THRHEENICE | ZiATe,
KihETARTA Y Z2 PN EF|ERT,
O BEDONREEEZ K ET D,
O FHitk
B ORI T & ORIT [ ORI 7 4V 2 E R L, AT
VMO AR AR FEERE T D, WREE, BIEILE, KA
TUMBANCEDEEERRIN R, BETEET
Do 24RERILAPNIZASA S e AL T = F L, L JEE TR
R E G 2 5, 24 LAREICIT, EIBAL COH R,
B I FEEOBWITHET (R, BB, S
E) | BRTBRITK S ZERT 2IICEFITEE TS, &
BT HFHHITEHBEHESIICAT N RHL WA
FITIE, Ny R CHEIZRL<THIHEEL , MEITRL
THIEDAT MO % e/ NRIZ T D720 Tl B Al %
WIS B, ZD% AT OBEMELLEE MR T B0
ICTEB B L OZENLIBED 37 A 8, F7 13 G EmE T ks
FEIZOWTWHEANC 7 A —T v 715,

[(FRLDEE]

1EELGERMER

O A%, —RIRVOMEHEL, T, TR, XIXHE
HIIAT Ol [ERME R OME | N4 THTRE
PRHHEEHIT, EPRRERR O, OV TIXisESRE
o THREDEE K, HHVTL NG ERISNS A
e DD, Fio, EFHIRTEYSNDATREME LSBT,
BE OB P B E R SND RN B D, F
7o EFRBERR NGRS A R ICBE OEE R
FEHDUNIFE D72 ND A REM N B D, ]

@ ARFEIIRBEE OIRIETHARSND, BEEDTAEL T D
AT AR EHEHLRNZE,

@ REEHE AT DN, AR SCEEZAGTTH28, Ak
ME T T — BB AOINKEZ - ER, XXZ DR
TTOREHTHIE, AdhOfE AN, fir=Co 5l
FRRISH B OO FHICBE T2V AZ TN T AT
AL CWDZENMETHD, AT VMY ERICBITHE
WO R R EERREREKIS, XIZAT  MEE)
W& T RESE O FES SUTEAL SR Z A A REE R H 5,

@ SEPEAHEMRES
FEEERRBROFERNS  AAT U NIBE DS T TMR
WEMERL TS, REEHEHLTWDEE I TR
BT COMRIZEBICZITAZENTED,

HRIETRE (37 AT LT
ZE MR AL 139727 /m (13,9004 2 /cm) LA
R4 B TR LWL IR %R (SAR) (A3 L R £ 154)) %1
3.5 W/kgbPL T (1.567 A7)
2.9W/kglA T (37 27)
#1:45°CTAFT YU & 15 SRR &5 L, MR 5
DRI/ B RN DB, P
X2 BONI iR 2 1 (WBA) SAREI, K EH B
Bt (ASTM) D7 7 R A K OV S 7= i BRI B
HLTED, RO EIZHESNTND, WBAY 7Ry =
TNFRTBSARIT, AT T NDOIERER R ATIRE
A2 T I3 REY TH D,
FEERR R Z ML TR F ART U hORE EFIEERIC
RTEELL N ChoTz,

3/4

N — 27 (2 )
Eapes i A U AT i N
i -y IRHH] 7R (LE) (100%F—~'—37)

— 155y 5.80°C 1.6

155250

[ 20 4y 7.02C 5.78°C
154 9.30C 8.75°C
0FAT

30747 20 4y 9.30°C 10.50°C

a: e KA FEIR ISR (SAR) 3.5W/ kg, A% v IR 12057
1.57 A7 (Intera®: Philips Medical Systemstl:(47> 4",
RN T 7T 47— VR RK LS MR A 3 %
JF—fEH)

b e KA E LI SE (SAR) 3.4W/ kg, A% v RE[#2047
37 A7 (Magnetom Trio®:Siemens Medical Solutionsft:
(KA =T ) BT T 47 2 — VR BUK SR
BIMRAF v —fE )

W7 —F 77 INE, v —r o A% AW IERIR BRI

BOTAX YT B, TS A=A ONAIB LU

D BIFIZ T2 TT A ADS I KK 2mmE TR SHE

Nd, v —7r AL, 3Signa® A7 LHD X GE Medical

Systems 141X, 400mmE:, 280mmDIALFBE D EZ(E Ko

ANAF14.0MS0737.F MR 2T L2 31T 25 FERESHZT

TR OlNEEY T TT 4= hma—ikThD,

ARETHIUE, AT MMEZ ARSI TODE B (RF)

Wk i3 BRI D e RO e AT v o IR ] T 22047 [ I B 140

ZERESE AERER R B I OB E L &AL E

THLENRDHD, ZNEIEBOMRFNEOFTIZ, FEEE

FIZE M OMREE I ETICFRFEL . BE DD ILDF] R

WTIREIDS MBI D55 DB D,

6 TNV DORRPRFEETH-ZD, HFTERNEA

S LN,

2. FEE-FEER
FEER
A DFERICE>T, L TOFEERZNEIVGEDLD, Zhb
IZRESNDHD TR,
O FHIcIrFEES
O i
© %L
@ EJm
@ 27 hOBE)
® #nik
© BFEIRE (BT DR A I L
@ JEYiE
@ AFUNEBEHOR EHEL
O FE1 GEF IS OEITLSMLDH D)
© i
@ %L
@ &
® 27 hOBE)
® O AT > MNGE
@ A7 AL TONEBOBRE
FLIE
@ BTN (EHNICEEHHEAIITRELT TR~
NENVA)
@ AiE sk
@ yrhE
@ &5
@ FEh
© K jiE
K& KRB UM O BEFL GEH PRI O HETT
DO NI X N75))
@ 27 ORHE
W T B T oD P

90848553-01A TPBS,UltraFlex Esophageal Stent
ME-059



k%

k%

JEYIE Je O S =7

@ FAEEE R
3ZDMDEE
BT, EEREASEE . 1T B QDT B IR IR O E o D LIS
e TR K OVadE R BEE+ D2 L,

(frE - REHERUVERARE]

1R - RE A&

Sl 21, B RO TIRE 5,
2B - RO AR

AEOULE FIFERSITOD ME IR ETIcfi 352
&

(@]
I NS PN

[FEXFRUXHEEERE]

1LEEXH

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

2. XHREEKR 5

RAN P AT TAT 40 DS At

T RARIE —FEEL

HREPHFXHPHFA—-10—2 PEHEIIIANR—TFTR
G % 5 :03-6853-0940

[HERFEBERVAEEEZDRAXIIEHRVEARE]
ERGEES:

RARN AT T AT 47 DX XU RS

FR R4 —10—2 HFEE T R—TP T2
5% 5 :03-6853-1000

SN E B ERT:
TANIUN RANA AT T AT 47 TANLTUR VT 4R
[BOSTON SCIENTIFIC IRELAND LTD.]

4/4

90848553-01A TPBS,UltraFlex Esophageal Stent
ME-059



