#2025 4 10 H UaT (4 8 i)
#2024 4F 12 HGET G 7 i)

PI-VAL-9019CD

Medtronic FRIDES : 30200BZX00272000
HemkaE B (07) PolBEEREIC e
1 JEE A R R A B BT —T NT HLOIES JMDN=—R:60245114
wpioens Evolut PRO+Y 2 AT L
(PRO+EFW:34mm)
BieRE
— o DT I—[RAC CEHUUE RIS DRI, R, S
[E&] T LIBBH MR T MR ZERRIEDY A7 DS e BT, |,
ek 2 (BB ) . BOKRBIRFOSE S, AR KBRS A2 0 B35 [FEE RN T&

Lo /N FER OFHERAOBE, WONT, ARV RO 3EI
IRBRFERE T RE SR D A L2 MR O3 5 A TR IR X
0. EAEFOHLDINES D FTREMER D DT, 1,

Do
put

=
™
bad
)
=
$
S
B
[y
\\?1
N
&
Fis
v
oy
F
H
=
J

2
A
g
i
=
+

NCHIAL, R Z e 2B LT L A2 [BE I A
eIV b (=¥ 02 2D - Y D o B oM N P WNE:EE1 A e N
NEETHLH=D. ],

3. fEE AL ST EIARF LIS A TF ST A Tl 2 A £
TWBEFIL, KBk ns ORRAEEICTHMEL , £ ARFPonr
B K OV & AN BN AT 2 DI T D LA E N T lm X
TEIN LI EDF UM AN O B SUIAL & R, 8oV TE ESh
TR DT DI IN D A REMEN HD T8, 1,

4, BAT—T IVEINTHEZ A EN - REIRAE R NS RRE T 5854
U&7 — T VB KREIRAE R IR NS 7 — 7 VI KB IR A (R 5
(TAV in TAV) N2 130 Fo L350,

D AEICED TAV in TAV 203 DI, BHE DL AR
T 57120 GEBVIRPAZE D [B13RE4E) | BERE R 2D ERFOH AR
LR OB RS BN EREL CEE T A2, E
o SRS HBAR~DT VB AN SR D W REME A E B
THIE, et UL FORIED BT, RFHICES TAV in
TAV #FhiE L7 2L,

- BT PH R CEAR RS H C R fR e OB LO W) 23
H5DH

- RO B O R3S B E A4 Tl e

< AERRIIAL TVD (T — 2D L)

« KR AIIA 2 1 0 AR B 2E <2 2L L Sl R BfE (sinus
sequestration) DYAZ 23 &\

i 5 1%

1. AREIBIRAEE D ED DI T —T V) KED RS AT S
Tt 5% FEUE | 2 7= Mk Ol A 2 L Yl ik Tl &
TRWGA REMEPBRESRWD, ],

2. REOFAIT, AARARNNE= v 7RSO —=0 7 %%
SELT- BT, S SRR A R R M QR D A T ZE[A
ShOPEGE EORRESCIRE LI DV AT E L TV WG & 24
PR S ARN 28, ],

3. AL DG YL RE > TR ETHDO LIS - B
WXL T ARdbE AWAZ ELRENIRS B BITIEE O AMEE & T
R RS L Tz, 1,

4. AR TR IR T DB, DIRARHE K OE B 258
BHEZ & T IFET — XD, KDY ARY « X7 4 M2 T
[T DI LR E W IBE Cld, —EEE CHER
B OHEELEY T2, ]

5. BAHZIE. B D720 O KREIRAAR FHNE HICFITTE
DI RGBT O AR P 2 TN A LR A T2 IR
TRIVEDEMEE T EOHEL, B2 ESME T TR

ROATREMER B DT, ],
5k
o FRAAASLE . AR AL

(BRK-BERUVRES]

1. BOAT—T IV KEBAREAR T (TAV)

AT E CIRERREE A T5=F / — VBT — A REA ST
Z OO 3 DDIRR KA — S b A EF R THY
EEFRIE AOA(a TIAVAVER) ICEDP A IR LR, 77
VT IVT ERIRIE CIRE ST D,

AL, T OKBINRA R BEAEIHO A x5,
# 1 MAOHAER CBEOHSKBIRA WE

T8 RER
TAV DCS LS
FiR(mm)
EVP?EJPS];US’ D-EVPROP34US | L-EVPROP34US |  26~30
& 3mm A A TREE R 2 7o SAV (I BE S IR,
AN
34mm Fp

X1 BATF—TNVKEIRE KT (TAV)
23, 26, 29mm YA XA (K FIZOWTIL, Evolut PRO+ 3 AT A
(PRO+EF/L: 23, 26, 29mm)DIRIT LEEB BT HIL,
2. FYN)—=HT—T I AT L(DCS)

ERFREL R Lo RIAIN R 2—=FT T 0y I TIR AT
LG, RV EF LU RYTIR RIVAF L aFS o =yl
FH B4, PTRE, R —RF—b

OF 7, @h7n, @TUE—xT7h, QAFEVT A ¥ T b,

RENDLER DD, ], _ o _
RN OLBLEHOID.] AT —A, @A T Ayl DAXC VT4 T NHT Ty A

R—r @7 MV @F /Fax—% @AFTAX, DF ¥y,

Q@F SV IENT T @I TN AT TS al—h, @ T7Fv =

(%5 %E) v

1t BB

o HUEEE/ B MREE, =F ) —(F X T=v L), RY=FL
U RITTH DD E D RE RN OMEOE ST S, UL IEEH
WX DIEBUEDT- S, T bE FHEANC 2 5 TE7e W R
%[]:W?;@M*ﬂr%ﬁﬁﬁ L7z OB A THZ LN TEIRNE
LoNIR

o TEEIVERIEE R LIS T E OO TR RYSE A A+ DM
R LD R EDV AT N ELI2 DT80, 1,

® 2 FINY—HF—FT VT RTADCS)

BRI B3 D B IS,

1/14




* %

* %

3. EHEIRTALS)
FRER B R A — R p—b, RYT7IR

sl e [

OF v T HARNF a—T, @Qf7u—a—r @ v 7L —h,
@7rvbhra—a—r @I TN ITARTF 2—7
©uy¥xr T HhT—

B 3 ZEEIRATALS)

[REE]

LS Z T DCS EN I H DA 72/ TAV Z RS, &
FE BRI A 2L C DCS ZKBMRAALETREEL, TAV %V
V—245, DCS MHYU—AZNT= TAV 1L, BHRER 2ICka~7-H &
KERFR ST KBINRAEER TR (TAV) O TH CHEEL THEZ A E
NRERF OREBEE K77,

[(ERBEMXEHR]

AL, R ORI R B WD B CIRIRR R B KRBk A4
(BF (T ZLDIBEF) T AT L THY LT OBE T 5284 H
&2,

o H O REIARS SRR O PEN T K DAE 0 8% KB IR
FMAEEA L, R EDIREN LB Lo TR ETHDE
HWTENT- B, 72720, BB R IR W TSR R E
WEITT B2 ENTETP ARMICIAIEEN Y B F L > T
ThHLHWE NI BE RS,

IVEH XUEAR A T — T VN RE 18 LT RENIRAE (R TR OFEREAR 2
(Feze, AR &, XUIZ OBEA) T BIEGNEDFBUIEEA L,
INONBHI T AT DI ENTE T RMITLDIRFEN Y%
B TRETOHDLEHIWI SN B, 72720, AR E
L7z KEIARAE R ~DARELD 34 mm YA RO KSR DFHIA F
gﬁg B/ff:\ KRN KBEARER TS E IR ES N COND
BEEHL,

[(ERABEMXEHRICEETSIERLDIE]

AL, R A= DPHMEIA RPN FTREMEA D DT EMD,
KOOV TITHE KA T DL (N—AA— DA LR
WZOWTREER AR 122 ) .

REDTINDW LR R D AT — A N B IBL, FFOAT

ARTALNZHEN | AVR CRBYIRSR BEHLHT) O TSN X . T

VA7 T, QOL OFHliE{THZ L, Fio, KBNRFPBEHINEE O

DM %G Ee B AR ASTHESL L QRN | R SR A R TR D U A

JEEEX | FESE L ETEYRBEBIREITHIZL,

T [FRBHERIR DT ART AL N, [HE RV DB 48 00 ik 1 72 18,
(structural heart disease) \Zx 4 DHT —T NWIREDTART AL ], 2k
1BPELAREBIAARTAL]

(ERAEF]

[RRRVERFOEEFIE]

EE ARREEROLVH L, DCS KON LS 27307 — Vb0
HL72 8, T X TOERITERE TITo28,

HE AR EGRIERNI L, P AR I LR OR -7
N L o g RN

1. FAMIARERVREGER N ADEITYT

1) ARIR, DCS XU LS Z—RaJEENDEW 3RS, AR5 DB
B SUTsE 2R B2 DS AT REE OB B8 (0T AE R
LBEOEE TWAL, NV OREHRSKIE, /ST T O SEELL
S5 MIASNIROIMEEIZ RT3,
HEE AR RE 72600, IHBERSH L OIFE AL
Wk,
HEREA D —2BMEBIL QWA 1T, ERFEEH
L7z e,

2) BEZEEEENLEH T,

3) BLRMTKMEA 2V B CHER T 5, Kifaz et L5 a8 1%
fERLANZ L,

NIV EEE - VNN =S S/ 74) v A N

5)
6)

7)
8)

9)

N

)]

2)

3)

4)

5)

6)

7)
*% 3,

)]

2)

3)

4)

5)
6)
7)

8)
9)

PI-VAL-9019CD

e A2 — (R YRR DB 5,

VAP O AAN A= A AN ¢ 3 TAPNQ A ==/
IV T HNT,

T ARG AINS N Aax 7 X 5F D B T4 A VA
Z I REEFE 71 180 FERIEES 5,

TAAFNVIA LEONAXT T ax <)V A EOXT R
NIV T TR D,
;ﬁjﬂLf:?);&%étf?iﬁt:ﬁ;?&[o~8°clfu{@£%tﬁﬁﬁ YO il 2 i

. DCS BRUS LS D#fHE

W AR AT L 10mL S VD% N RV

HNZHD TNV T Ty 2R — NIRRT 5, HEENET

THET, VI VIERBOM - EHICT 5,

DCS HN I & T REN /2D FTHEICRS L5, 7%

B 13272, DCS 22/ B 722 s,

BT VNEBAE SEAVT R F A MBS D,

o R TV F 2 —HEHEAL, SNRAT H T A RRFERIT
BHINDETH T B AT L,

AT BNV EREIRFFLIRET, A7V AT Ty aR—

BT 5925179, 7Fv 2 FIEDES, DCS (2 —2r2373

W EEERET D, V75RO LN AT, Hilwv DCS %

35,

BN HT Ty aR— NPT Ty 22TV,

NEBEILABAHRE AN NICiR T &35, DCS

IZERINADZEEBS T2 . B 7R DN TR

XTDETT Iy amHiTD,

o L ERSPED T EANICEELI-ZIX. VBV Y
Ty 2N — NS T T 2B ATHIZEINTEIRL IR D,

X 4

NT =T NTF T e — (KR s NI AN CEE R 2
Vo7 %)y T RNV AIVCREET D,
SRR IR RN LS I AR — R M AU,

BAT—TILRBIREARFOESEFIR

3 SOPEE (R O 2, 156~25°CD#) 500mL D

FUWEE A B R A AND,

HEE iR UTSE DR ST D THEK R O Bl T4

1Tl b, IIMEED SO B2 35,

ERFED —RB RO TN AR T D, BailE (T2

REREOLE IR BHDE T DR A > — /L TR RD

T A7 S OWHBRL RIBSE) R D B AT AR A L7

Lk,

H DIV T TT L — A SR LD — O Z R [ ZHUE L AR

FEBLBNLEY T, #ifF TAEKR ORI 2 £

Z&, BRI T BRI A eI E) D,

o ERD: TORIEEB AT EEZ BB T 5, B L
ENTAERFORE R OSR LD BRI UL E LR DIBE 1N H5,

KT REIN TOBER %, ERFITTNT0EES

OYERFLRET 5,

R MER SN —ELARWVEA, ARAadi L2,

RSB RIER B DX 7 EBEICERVANL TRE 5,

LB RRERA T ARANICRE &5,

ERFPETTIEL, 16 B2 T >T, ALV T T

eRZRET D,

OGS DI L —>T 5) N 6) DFIEEIT),

AEIRTRIE, BT D HER S CEHE T, 3 8 B o AN

WA RHEIRIREELTRL,

* 4 BHAT—TIVKBIREAF OEEFIE

TN 72 D A PR R HER[0 ~ 8 C i 7 L 72— (AR 48 I i A 12
DCS EALii AR ELIORIE T, AT ORI FIAEATS, 2l
FNEE, LS A~DZELRDRAZR/NRET D20 | AR a4 Bl
BHHICREZLIZERICTDIL,

HFE:DCS KO LS OV ARBROFARITHE L TNDI L5

[EERANRN

2/14



TS AT TR D LR ORI 220 hT—F
NABED YA ZBEINSE D ATREMA DD, 2T RNV EED DL
T, ERFEINE DI85,

)]

2)

3)

4)

5)

6)

7

8)

9)

10)

11)

P EIL 7R A BE AL R Ol 7 L e — (R A S
EEFEREEL, MHT D,

Ty X T AT = PENIREC DY, TRV IART 2—T A
SR (my 7 EER) S QDL e fiEi® 75 (X 5),

- -G

X 5

BT VNHARTF 2—T 5 NT—T IV 7 M- TRV
DFNHED , T —FT VT FEwmimSes(6),

——
—— -
P —

= 6
BT =T NTF 7 etk OyX I T =N TRNTAN
Fa—T OB SERITHED Tay s 35,
BT VNVHARTF 2—T % T —T VX7 MR > TRV
DFHFENHED . T DEMHHIRESES (X 7),
R DT VNHARTF 2—T7 D& H 72/ iZin - ik
DEHLLRNWZE, BT EADTL T RSICHREST, i
UNEEEES N2 72D,

—

X 7

Ry FL—IPRAr7a—a— N HFASI, Ny 7L —hD
B EMXIZ72 s TND I a2 R T 5,
ERATL—DOFHANEE A T a—a—AFFAT D, C ~—
T DDONERIET L — SRV DAL ED 2 NTEY, 2SR
VT BT ANy Mo QDL E R T H(X 8),

X 8

TUNTn—a— kA Tan—a—y FICEEL TRy TS
(121 9),

X 9

F T HARF a—T oA Ta—a— OENMNIHENIZTE
W AT B 10), FOTTNTa—ART e SR, LB
JIEUT FANT ISR THY, 2 DFTOEERFETL —4
PSRV 180 FEBEN D0 F A ERET 2,

—_— s

X 10

BT —TIHITF T % F v T HARF 2—T NI AT 5,

o FRE:LS ZEHABEANOIRIICE S, ARFTL—208
RAVBEISRIVT H T A NINTD DLW TELIINTHT—
TV LRI AL D,

F T HARF 2—T EBIERL, ERFTL — LR LERK

NWNT BT ANRT I NIZIE D 5] 11),

PI-VAL-9019CD

o ERL T VT HARF 2a—TEBERTEICAERFETL — 4
ISR RNV T Z T ARy S IZE N T E> T
TRWNGE . SRV EDET LS OALEE DT DNCENT,

o WEL: MEITSU T, AR TL— LSRR TERL .
ISRT B F A NRFy MR VBT E5I9# B L TH
Jun,

.

X 11

HERD RO FINAICHELe RIS, BT DERFF 7L — LR
WASRNT B F ARy MNICFERITITE-> TN DT e %
e 22K 12),

X 12
LS DED2NIINC—FOFTHEL, 59— FHFOFTH 7t
AAARF 2—T Zlesh | SN SRV T 5 F A MRy b
(1)K T ThTa—2A Ty O FEEEY T 5,

& 13

ST—ZMERL., W DERFETL— LSRR SR LT BT
AR Y IICELLIZES TV T, 7RI a—RRT w23
TYNTARF 2—7 OFeSmilNICH 5 Lo a3 5(™ 14),

X 14

HERRTL— 2RV EBIINCAT v 2D 5K 15), 77

TR SRS 253 % F o T RE s C— FEAE AL L,

SRR TETNITD SN EETHHIEEFERL THBEL

ICHTESE D,

i?—?fi)ﬁb\ /SR H TRV IIIES L TND D e %
BT,

X 15

B R TL — LSRR SR LT 2y T AL MR Ay b
RITTERITIFES>TORVERIT, DT A EED TR L%
BNl NRANRERITES TORWVIRIE T 7 'L
EAESEDL DT CADREL, B ELD RSB D,
HT RN E WD TERFOT TR 70—ANF Y IR T 5
(%] 16),

IT—ZMAL, TRTOEERT VT a—ANT Y SRR
WA 7B WITIRE AL TSI LA R T 5,



X 16

15) BT 'NTHARF 2—7 OEALIEHER T O ZETITET D
FTHTBNVEFESED( 17), ATV TARTF 2—7
AR A SRR L,

—-4____._-’.9
! —#ﬂ. s —

X 17
NI T = R OF T HARF a—T T Ih7a—a—»
LEI T,

BT VNTART 2—7 Z [ ERFFLIZIRIE T, AR 7L —
LOFWMNWNEIV T T B, TUNTa—a—r BT L

16)

17)

HARF 2—7 i T 2 FTA L 7m—a—rZilEd (X 18),

AFIECBNT, TUN a—a—r%nyXr 7 57— 2
S, ayX TSN T —E I TRV ARTF 2— T DI
05,

X 18

o FRAFNEER ., AT RN HARF 2— 7 13ny ZfiRikrEL
725,

o EEAERREA L Ta—a—  NIZFEAT ERFROT
L— A B R CA L 7 a—a—r Ol LR T A (R

BBV LBRT D, AT a—a— L ~DEKRFOF AL,

HTE R TO,

R A 7a—ANT v hOBE R BRI AE TS A HEMEN
@7 Bl-d | AR EEEN (RFIEOEELE TS
2y BRI A DT VS LR\ D b, AR IR SR A R N
SN E | VAT AEREFEFEL, A RR, DCS, LS, i
FHYE I R OVEFRA UK IT T R TRES N H L b D LA
THIL,

BTN T =TT T 5 5mm ANOALEERDET,
AR > TH TR ZRTESE A 19),

18)

X 19

HTCNTARF 2—T 5T U 7a—a—r k(7 a—
a— 42 DCS 2 BE A (K] 20),

19)

X 20

20) BTN EDOLYERHESE AT VAL EDIT—TNLF T L
OMDOBRMNTERIT272HI0275 (K 21),

EE T —TNTF T LD N2 lgoT26, 7LV OR]
a1 D, FNL LD DD T A DB T HATRENED B
s

ER: 7 F axz—EnTar by (JREO)IZEL, B 7t
N T =T NF T ORIZRER S DG E 1L — B 1L T
NTBNPIOIZEIK OZFOTE, BRE RS TOWAEAE, I
TenE 1 BT ORESELTDIT VT am—HEPp oL
DIREESEHE T T, BT Lo — s Ik SH 5,

4/14

PI-VAL-9019CD

X 21

T IF 2m—2 5 RENO T LliES - CAffaiEfnd 2,

HTRNISIT =T NT T O TN 5 R 5,

o HEL:ERFED T BLNIEBE L% DBV T
Ty aR— BT T 2k THIENTERLIRD,

LE RS O IEIE N RS2\ )RR K OV Tl §%, B

TIUFESES DML THY, JHrH, 22H T E @370

ZL, ZOXHREEN I T BRSNS A AR ol

WIS S AT REMED E O,

o FERLEEHUR SRS A, AR EFEELNS
Lo VAT AR EREIET D, £RFR, DCS, LS, R
Tl R OVEBERIE KT T N TREINZ I LN O LA L
DR AN ECA VAN AN

WEEBAE IR AT L 10mL VD% ANURLOEL

WEIZHDAZE VT 4 TN T Ty 2R —NIBO AT, 7

Ty 2B T,

BT VIVONE THART A Y )L— A DB AZ AL v

(BEEfT R EBR LT 5,

WEAEBRAEIRAFE L 10mL VD% AN RLONTTL

YHICHDT AT IL— A DT T 2R — MO T, 7T

DEY <IN

WE AR AEIRAFELZ 10mL S VY% AT/ —A

7 ZyyaR—NIBOT, 770325179,

BEDERNITII AT DRI, SEHE AR E X BB HIZE

B TERTD,

o R X BB TUC R DB BRI, PR & Ot fig
B TRAG L., RO EERIZ BN R TE DN E
THEMETDHEL,

o R X BRERICKDIEELIRFRCIE, 17 LB o<hE
360 FlEfins B+ D L8,

o FERLEEHUR RS NIZG A AR EFEELNS
Lo VAT AR EFEIET D, ERFR, DCS, LS, R
Tl R OVEBRRIE KT T N TREINZ LN O LA
ANDE AN ECA VAN AN

28) EMRIRIL, BERFE T A SRR EL TEL

[E K F DHEAHFIR]

o TEGRC:RRIEAT L, PR/ BRI Ao T B R R AL
AT, ~ IR THLL A, AR HUEE [ H O
AT 2,

1. ME7IEX

B ORI & OiFH AR A B ISR Gt e 7 7R
FEIDACSE NS RNt

T 7B AEAIC B T, BT L 7 7 7 e A A KR/ G
HEIAR, S4B T /R EAR, B REIR, SHBIARD DRI 52 &
SHENRT 7 B AZATOBRIE N — = BB R SR T 7
ERRETTHEEHIC, MO ORI BT A8,

o WERD:MAE T 7B AL, BEUERYZRERIR FIEICE > TITOZ L (R
B X ITAEA BIEH),

o IR T 7R RBIRIZAE LR R O — B T — 5 L (T
TR VAT DB IL, kT 7 EABIRIEY 7 71
VARE YT T VT =TV EAE AT DR 5,

D LEIRT A 2R T D, AT/ ERR LYWt~ T A
PSR LIS A 0D B 8178 7 2 & 2 L) 25— Ay < — 2
A=HY—REAFAT 2,

21)

22)

23)

24)

25)

26)

27)

2) AT 2—H L —R% TR T 7R ABIARICTE AT S,
3) AT 2—H L —RE—IRT 7B ABARIIE AT D,
4)  [ERT/BRE B ORI RE- T, Pt E A 535, PrEEE

HEL TN 2B B A TR LR B R RACT) 2

L ~ U OPRIR— T AR 544 30 43T LICBEAREZTT,

ACT 1% 250 UL LICHERF32,

o TEFD:PUEEMEEKIT, RO EIVETCHE G ET D,
ORIV BIRNIDNCT D,



*% 2 HEEELR2(CHa>f-BHOFXIE TAV &R

) BBy T—A BT —T % AT RENRETHED | e
Fo 7% HERKBRS XL TAV ORI ALE 5,

2) WERAEHERHL, MEEEOMEEEZ TR A58
MR ZHE 9D,

o FERSEEAIEAZHL, EEOE Y F N L CTERIET D,

3) MEEEHT —TINEAL A =R | FvT HARUAYIZH-
T, KT 7 BAV—RIZHAL, FTKBRETHED D,

4) ] FTHARTAY % 0.035 A2 F (0.889mm) AL —hF v~
HARTAX A D, AN —bF v T HARTAYEHEH T K
TR ik TAV (@S, 23 (LV) ETRiES 5,

5) HARTUAYZE B KENRFEIUT TAV IZHEL7=0O5, &
BT —T )NV LV (2D B,

6) AN = F VT HARVAYEZMAED | Fo T HARDAY
IR D,

7 MEERIT—T NE6Fr © 7T — I T —T ) AH T B,

8) HARIAYE,EL BT T—NDT—TNE T AT 22—
égﬁfﬁa‘éo A7 —T VLT, KEVRIER 2% 5
E 2o

9) ARIFML(RAO) W T T, HENLHE YT T — L RIZ L
0.035 > F (0.889mm) DNA YR —bHTARTA YT
TN T T —T/UZHEL, LV DI ALE 5,

10) LV IZEELIETARTA YDA EEMERELZEE, By T —
NI T—TNERETD,

*x 3. HEAH BRI DAETHEGR

TEYRRTYER D EMI LY | B ILEDO VBN AR, (v 74—/
F a7 (EEFOT L — DR 87 M RN A Fh, XA
B ETTL— AR E e THNAHR) FA RIS 5 i REEN B
2o

AEERIL DCS IR AA S0 A CRKEINRF UL TAV Oi@iEo
e T, Fe, BAUT— TV RBARAERFOREEIZBWNTHEHT
HOLAHEMEDRH DA, BE IR L CGBEINDY A (FERCHRR OB 5,
BT KEREETL DO % L) & 52 B [ RetE 5, /~—hF— A
&, B ORTIRIROTE R FH I 2 3L & OV E T A BRI, BE Ofif
H A HVRF (Fp Je DR SRR i | R O UL IER FRO A JKAL R
R, RROMER) 2 E T DUENHD, TAV in TAV ZFENid2
it ~—hF— NI ORTEECIE R DY AT « XK T 4wk
TR ET DR BERER AT~ TAV D% (under—expansion,
MAABESH) ZEETHIE

BIHERED 7= D3 )L — L SRR 31T B/ — o DA RRRET
L, BERIERPEERICIEES TS0, ARG OF
Bh7e sk e OFRAEDOFEFNZ B XL CGRIRT 5, 2R mikRE R
ZRITEDITIE, 2= DT B =Y A T kT AR RS Ok
EARERAL T —NT A TRRBT DIA E e/ MET 5,

o ERL:RFICLL T OSE . BIRIRDHELRE S D,
R EENDEE DA KL
«34mm YA RAERSF
o TERD A RN O ERAN L AR DR RITEIE A4 TO 72
B2 ARD /) — B BIRTH L,

TAV in TAV ZFEJEi 3256 AL TAVIZHT 5L —UIlk
ZEEEIT RS AL TV eV, EEORAERH DA . TAV. DRifL
ElIN—bF—2OHENC IV FEREL ThEV, FIEIF FFLH & KHE)
HRFEDRITHEESF T ST 5,

D RN RAAV— % —RT 7R ABPROA > b T 22—
U—RITHAL, FATKEBRICHED 5,

2) HAEMZRIRGHAEOND LD, ML &R A L O E &R
T5, LV PIZELE LT AR T AV D ST~ 7 D IEf 7L &
% X BB T CRERB LRSS, SISV — 2RI
BB,

3) AEHERZRIER FIEICHE > T L — U IR 2 TV, KEIR
FRIZBLIEHART A OALEZHMERF LI EE, SRR AN
N—2 TR ET D,

*%4, HIRFOHERAA
*

1) 0.035 A>F(0.889mm) T A KU A ¥ IZi-> T DCS &I AT 5,
A TA Y — AR TR TR VTS ClaE k., T2
TR T —T N T T R OB TN AT D, KIZ,
BTN EDBEREREEEF LN D, TR RN DA T A
U AEARANT D, AL DCS DDV RLVEH
HIC RS EAZENTED, LV WIZBITAHARUAYDIE
7oL iE % X BB N Tk L ChERR 32,

2)

3)

4)

5)

PI-VAL-9019CD

o J¥EL:DCS I 22Fr A haF a—H|Z# AT,

o VRS KER/ A EENR, $HE T /EEER R OSHENRT 2 &
AFHETOIGEA AL T 22Fr A>T a—H—2R
5, HEKBRTY 7 ¥ 2AFEE2TIH G130
22Fr Ao a T a—Y o —AEFHAL, AT — ATl
ALzl FHEFIEA T — 2D EE &4 DCS
VIR HERF 5,

o VERD: RBR/ BB EIRT 7 B ADSE BB S5 O AL
BADOEREFIATZAINT Ty ark—F (K 2 DD
U®) % 3 BOMEZLCERFOLEMIZT OMATS
(4 22-A),

o R EHE B/ AR OSHENRT 7 AD G A . BT
DRHIROPLE S DT BEHATZDENCT Ty ai—
FM 2 D@ORKUB) % 12 B mXIc LT (RKHITmT O Ff
ATDH(H 22-B), A TAL Y —AXFA b T 22—
AN KBRS ICBIEL R S CRiEE LD,

X 22
X BB T T, DCS ZHARTAY _LiC KRR~ D,
BTN DOETEEZ T 572012, KBRS OFRT TR
N 4D 1 BESE TS B OmEEHETHZENTE
bo KR ZW@WLI-% AT BN OMEEHEST L0
WAEUTG AR, KR/ EBIRT 7 B A Tldh 7 L% F17
KEWRECTELEZZIC, T, 888 T /e SR & OSHEH Ik

T BATIE BT RKEBRD OV AT L E G ERLIZEZIS, N

RV%E 4 530D 1 [EHEL TBFEED B,

HEERERE U6 TS T T 7L o Bl i

BTERWEA IV RV RS L3528, KER/IBHE

R OBEE T/ MEBNRT 7 EAFRKITBWT, A7 L

ARERS Ol U@ % 1T RV ERERRE 70D

BT L 10 - A DA/ W oA e 0 S Tova S < i Rk RV Wl L ST 0))

RELGRBRE ~DEEDFIK LD W RN H D,

A DCS A MENERTET DB WO H D, 1

FIR PO E R U= AL A — R L, BKBio

JHNZMEDODHZE (RO HLEIRO MG ALK T 55%) , #E

PRSI LHEL 2N L, BICEREE IO LT 5L, 1

FAOHEDY A7 (15 ORIk ZEE) 28NS w2 Al HE

PER®H 5,

VER : DCS ~@ER &Mz HE, DCS DX %5 &L,

A5 A OHE (.58 O fRBECIR AL EE) DYARY % @b 5 R BEME D

H5,

o R KBRS 2 @RI 268L, TARVA YRR ICE
FLAWIS T HZENEE THD, TARTA YOI
F o T ONHEATEIRNE TARTAYRRIHICEBEIL,
LV BREETIBZNRHD,

DCS % H CoREIWRA XL TAV [@RESE 5, M EE41T

W, BT TV T — T VIS KEDRE AR S O B RN IZH

DHILEMEERT D, WMYIRT U R~—2% X $RBH T CHERR

s

RIS TR R U CHELRES L T DA VRS (3mm) &72

5E912 DCS ZFLE T 5, FHIAAIESH Imm L FdHDHWE

S5mm M &7 DG A XA IR T 5,

R AR ORIAZIESD Imm LU &b A RSO R,

DCS D[aUX, XITHIEEF AR OB E OV AT B3I

DATRENEIN D, R OREZ A FRIESH 5mm B LR D AR E

FREEEDOYATNEEINT DBENNHY, N—AA— IR LIEL

TRDATREMED H D,

o [FEEL:TAV in TAV ZFMi3 2546 TAV OFHEEEREL -
ARG AR DD,

o VERD: EATIHOA R IRIZRE T DEE, BE OfRH FH0HE
WEEEETHE,

R E BT 5720, T /F ax—FERAIDFH A EES

WD, BT BNDBEIRL, ERFRBEHTD, HESH ik

THEKRRSORMEZRT . LEILCCTHRONMBEEZTHEL,

TENAD X ARFEBE M~ — B K OVSRLT 2y F A O E

WCHEET D,




6)

7

8)

R 77T ax—4% AL TEKRFORER R OFIUHE
179, EERFOBRLEN R EMERDAREMENRH D7D, NIH
(ARTA4) 2 LR UGN A Th 72 &,

o VR BBICHR AL ESE LI, B ARSI K E)
WRFERD K EWBEITHL UL, L= 7 O Ef 2
T &, 8RR T ~E T 572D B 2L —hR
TR T RERTHIE, = T — MR E WA
BBERICL — M FIF AL,

o HEFL:DCS ZEEICHERTIEITE T, $BoMICERL
T TBND X AT B~ — 70 X BRERIE v
T B F A SOENLHTEZE T DR AR O MFTE 7 i ~D
FETONEEENAHETHD,

EE AR OMBEEEINT =T AN RVEEEHLTIT,

TOX— 7 NIERALRNE,

HTEND X AR FE R~ —ID X AR FEE SR T 2y

F AN OBENIET DA, B RO EZFHn 5,

o FERLAERINS 3 0 2 FREEIRBAL - ST, BIUIARHE
FUCEET DRI, ZNEMSE DR N T 7/ F 2 —2 10
Boinbd, B7 L0 X R FERE~—a0 X ARG RN
PRRIVT B F A SO EE LT B 5 TR A BE
L%,

BRI, 220720 X #ERICEVEL DI IA — /3 —

Z7 (cusp overlap) 24T & Kl HE 2 i) 2 00 5 1%

(EEDAIRID DDA, A T H—IT 4 T DRHIC

HHATHLABENEDRHD, X BB IVIRWELROE LT

FERENDFHAMAUANBIERND 7L — LD BV H i, A

VI A —NT AT DR E R T RN DD, AT A — v

TAY T BRMENTZGE BEORNRESZE L2 T,

MZd kL, B RpEREELRNZE,

s AT A —NT AT BRSNS A | ARV AT LAY
W1, s, WEFET 5, AEIKSR, DCS, LS, i Al e OV
B KIZ T RN CTEEINZ I LN DO LT 5L,

o (T F—IVT AT IEDI AT R /IMET BT, 2 AR

LUBE DB & &R ADRINC, BiiEIEE T+ D2 L3R e

b,

BIEREFERL ThA L 74—V T A T a2 T ENTE R

Mol A MRS O 2 B B LUAE RO A X

R T RN

o AT —NT AV T PHERENAENRFEKEL. 2 FHO
R AT HEE, 7L — AWERE T D Ze R A fe R 5
D728 LR DAL E~DO R B ERETT 528,

AR ORMEZTET 350, EEFOBIGHETT),

o VERD: FRERICEEAL TOO T, AEFRN 3 0 2 FREET
JEBAL ., FRARDFTH L CHRET 2 F ¢, MEN TS 2,

*% 5 H£AXRFOBIWHGG T a)
*

AT BAD X BARGERIES—TA X BEARERME SNV T 2T A
MOENLN DRI ThouiE, B P IS AP O FHUARAS AT T
oD, EEFOREMIT 3 BEADILNTED, 3 [\ HOHILHE
ToT2 5B, LRI BB OENPLIRELRITIIERER0,

)]

2)

3)

T I F 2 — 2% REE SO T AN B U CAE AR SR A BRI
SN SN IR E A 1By e =X N T N S R WATER AL U b St oA
AN EATOZENTED,

L TAV in TAV 2EJi3 285 G138, TR TAV ST
THZECEDTNDOV AT ZARIR T D7 DI AR TR I BRI
BT 5 &, ZAUCKDFRLEOBRIZ, B 7D X B
FiltE~—DERHL AL EROERHTHIENTED,
HE 7T F 2o —Z %M L TAEKRARO R & O NE
179, ERFORE N RIEHELRD A EERH D20, NI
(ATAL) 24l U CIR B U N AT T/ 02 8,

AR E 2 BN B3, h T 'L EDT—T LT o
LOBDOBENLK D ETT v F 2 —F % EI LT 5,

EE T —TNTF T LD N2 lgo 1206, 72V OF]
Wz kD5, FNLL EHED D EH T A DT D RN S
2
PRSI L 72 A (R IR 3 SR 6 U THELE S U QU DA A R TR S
(3mm) E72 B INTHELE T 5, FHAZIRES Imm BL FHHN
1% 5mm B ERDGAIIHINE R 5,

R AR ORMGALIESA Imm LA FERD LRI O R,

DCS OEUL, XIXHBILEFICAEEFROBE DU RT3 HINT

DAREMEN DD, EARFROREZIABESH 5mm B LR D E(RE

FREEEDOYARTINEEINT DBENNHY, N—AA— IR LEEL

7R ATREMED B D,

o EFL:TAV in TAV Z2EfE 3554 TAV OFEZZE L
L CARSRO R E ARDDT

4)
5)

6)

PI-VAL-9019CD

o VERD: EATIHOA IR ZRE T DEE, BE OfEH FH0HE
EEERETHE,

HEERFEFERT S,

FERFREEDINT X, A 7= T 0 T DREL TR

ZEERFEICHER T HIE, X BEBERIZEZVEROEIROE L Tk

RENDHEAUPBIEND T L — LD ERDLPVE L, A

TA—INT AT DR AR DD, AT —Ib

T AT BRBENTZGE . BEORRESBE LA T,

FEHIEL, AP rRERALRN S,

o AT H—IVT AT PRINENTGE | RUAT A% FFIL
W, s, BRFET D, 4IRS, DCS, LS, 3E Al & O
A KT T R TBRES NI LD O LT 52 L,

o AT H—IVT 4L T FAEDVAY /Ml 572, 2 [Bl B

DI DB B A TRADANT, AEIRE SFEhE A L3 TR LT

b,

BIHERZ EML Th AL 74— VT A T HBIS LR TER

Mol 6 BT WA & BB LA KO A X

R T I N

o AT F =T 4T PHERSNERREHREL, 2 FHO
AR AR BT AEIE, 7L — AR A 22 M A e
DIc D LRD DAL E~DO R @R 528,

ERFOHEBMESE T 350, ERFOFINEIT, 318 H

DOFNGNEAT T8 A1, BIEILT AR etk 535,

o ERD: FRERICEEAL TOB T, AEFRN 3 0 2 FREET
JEBRL ., FRARDFTH L CHRET 2F ¢, MEN TS 2,

** 6. ERFOIEAHR

6/14

D)
2)

3)

4)

5)

6)
7)
8)

9)
10)

11)

M & 2T > TERFON BEEHERT 5,

X BOBER TICT, BT =TV F v 7 NAERROHEAERE [F

ThHHZLEMERT B,

HARTA Y DL EAHEEFL7=FF, DCS Z KEIHRICS X R,

o R RER/ B EEIIRNST VR ALIESA . AT —T T
TN AT RENRIZKAET DCS #5ERET, EEEKEIMNR,
A T/ Eh IR K OSHBWARD S T 7 B AL A e OH
B FEARNDT 7 RALEG & BT —T AT T RAEERR
DO FRHERAIL VNI DET DCS 25X RT,

X BB T2 T, DCS ATV EALD,

FEE AT NN BNIT—TNF A IRIOIET B E

NWERALD, BT —T VT o7 EBm IR 72N 2L, A he

T a—YZEL7- DCS DOIRED T 75, Tk ERR i

BEOMEEBISHITRBETNLDD,

o ML SUE T/ IREREIR, SR, K ESEARBIIRY 2 A
DPE . TI7F ax—F O H (AIAL) 45K
DI, Fo T VT I a AL T 72V 2L A
ERHELES D, Ty TV I a BT 7 h 7w
ICEELRWED . BT —T NV ERETIRIETF v T VTS
Tal AR REL T S AR EICHIUEFEICT AN
B D,

HEE:DCS kBT DRI T RANEHAL TNDZ L2 R

bHZE,

EE: oAb TFa—Hr—25MifidoL&, (b

T a—P T —RA&EL T DCS % ETDEITTROHEHIET

LB, EHIHEHELRN I L, OB DDA 1T

SO RN S S A RENEN DY, EHIZB LA AfhD

BEFALUTBREOEE, UITOWFICELIBZNLRHD,

ORI E CERO T EF 2RI R T 2N TX

WA DCS RO b T a—h o — A2 KEHARUAY

IR > THEL ., DCSZ2 8L TRAeRIRIETH D) R T 5,

BT RNIPALTA L —ADENIETHRDES DCS &5|&

R,

o ERL: KERERET 7 EAFEEITOHAIE, AT —
ADALEZ DCS AT HERF 95,

DCS kA TA—AERBHIHEL, #15 BIG RO

) K ONE RIS RS 0 FNEIZE > TAR LA BRIET D,

6Fr B T — VAT —T N EHARTAVITH>T LV NIZiH

H5,

HARTAYEREL, TOE YT T— NI T—T N ENT A

T a—YITHERE T,

e 7T — )V h T —T N, KEMRTEREE Tedk T 5,

6Fr B F— VT —F N E AR —R ] F T HARTA Y

Wi T ET 5,

VI 7L AE YT T — T —T )V LT % O K8

NRIER 21T SEBIRO B2 RERB L . KEMIRF WIS

WM 5,




12) A7 a—tor—2ERELEH LIS E), MUEE7RNR
IRTFNRZAES TERFBALO PHELZAT,

WA L7z A & 2TV IS DHED 2V ) iR
ER3S

AL HE—=RHARTAXIR > TY T 7L A YT T — V7
T—=TNERETD, 6Fr A baT 2P —REHELHE
YERY 72 BRIR FIAICHE > T7 7 B AL 2 RS T 2,

IZZ il / B PR DI [ AVl BT U CHUBE S L <13 bl
IR UTZE D T AATD,

13)

14)

15)

*x 1. BAT—TILHIKRBIRF EHRAT R IR

¥ BEEDFRAY, RIE R XUIAL T A — LTSI EY S
HERE X T — Vo T MR b AG AL, R ' —D 7%
WS DT OIBILE TEBEN TV FO L — LD B
BOPLIREATIZENTES,

BILRTERBIATLS/NL—:

Ao S a4

FRYLRS T — 7 /v Z-MED I (KR 75-: 22700BZX00101000)

SERn R AR

FAEH VACS GKFRE 7 : 22700BZX00032000)

o EEARBEERICA T AT AT RIEEL, =0T
FOBYILEE R T DBE, RHCAHLABIRE DB OGS AR RN
BE ¢ DUAL A f/ NRICEN 2 D701 EE 52 8, $FI2 34mm B
ARERS R EHE T DHE . EERFRORENEEHD DO —
T DEMEREFTHZE, BT AU ER FEMERETED
T TR U T ETY, MOV E T LT
DB, AN TR E R B OIS T AZ LB RETT B2,

o HEBRIFERICAERFOBEINEAELILGS ARPERTES
BB, ART T —TNVEHELTELZE,

o EEAGRITE CILRIEREZ BT =T /BRI L — 05700,

JE PO R RO I B RE L, BHE O S ICR VT, 71—
LDEEFEEWERIZT DD OB IO B EE L TEE L7220,
LOLIRAD, 7 S— N LD % IEEN Y Th D S MW S i3
BT, BEOREMNEHIECTH-OI, BIRTHL—20
ET I FAR, L= ONLE, JEIRE & OBE iR % 5
LARTF U257,
HE BIEECHEAT UL — o OY A RERIRTAERITIE, 3 2
IORT /L= DR FEZBL, L TORICHDERETLIZE, £
7o AT 5L — 2 ORISR EEF DRI T DA CE L O
Bl il ESOERES BT DI,
o R IE TAV OFRRIBEOY A0 2R 57280 #ikiRICHE
T2/ V= DR RENER 2 N\ T I AREBZ72WE DO E 3R
THILEL, 2L —UHBEIE T 2 atm(202.65 kPa)ETE 4528,

£ 2 BIERTERATIAIN—DFAX (nm)

&b (TAV) DY AKX 34mm
EN G 26 27 28 29 30
RihDOY ZAME 24 24 24 24 24
SL—r D RE?] 26 | 27 ] 28 | 28 | 28

D REWRFR @ 80 7 — 7 VKRBT OB A1 TAV JIENEE
A9 (AT, [pdm e OFLERE FR)

2) $EIEIE :2atm (202.65 kPa) ,

23, 26, 29mm YA XA (K IZ OV TIL, Evolut PRO+ 3 AT A
(PRO+ET/L:23, 26, 29mm)D RN LEEZSRTH L,

o WER2IIRTHAREZBEZ T L= B TREOT =AN (b
BB ZIEIESH -5 E . ARFORRBEEZSIERITZ
EWRARUF T AN THERS N CWD, BRARSEHICOfi Iz T
I 2= KB IRIERF I AR O F RIBE O R B E K
WEINTEY, BABEZL LI T7Ar—T vy 7RI & E
MOEEOKREPRAHEA L THERSNZ, £ 2 ITRTA
= D REBIE, TAV % 2atm (202.65 kPa) £C 1 [FHLEELIZ~
CFHBRICHESEREL QD LR EERIELRE T D4 K
FROFRRIBEDY AN EED,

o TEE AT O R E 2 (T BRR A EE R RENJIR I 9 I S I3 28
FRAFL, £ 2 TSI QDI ARIOREZR SN — 2 B
DUBERDH DG G SANTIREL T — DB & LEN
FCBEISE DL THLRIFICAR L DT = Ak (b BT 4Y) O3k

—_

RERS D EFE 1.0em? BLFE LIS RBIARSR 1 iR
0.6cm*/m* LU | FEH) RENRS P 82 40mmHg L b ST RE)
R Fie R 4.0m/s LA,

* %

% %
£

7/14

PI-VAL-9019CD

REBTHIENTE, RRBEDOV A 2R TED, 72720, LA
TORIZHEETAIE,
DEMEI/ NSV, ERRBEICAKEN DD, XIIHART A
DAL EDMER RIS T T AALEICH DG EIEL, 7L —r )
BT EREE O T B LRV, BEID LV RiEE
17152,
= DRI KOERE O ZZREL, S — ik
BRI IR BN, EETAIE(F 2 2R,

o LU DATRB IR A AN T,
[TAVin TAVZERT 5551

ASLDREEXSR LD TAV 2L IR T,

£3 XnoBEBXG LD TAV

HRoEg (BhA) | AHBE
E A ARPr=y 7St
a7 T 22700B7X00100000
=7 7317 Evolut R 22800BZX00414000
277737 Bvolut PRO 23000B7X00196000
Evolut PRO+ “ A5 A 30200BZX00272000
TRY —RFATH ATV ARG RS
ST XT 22500B7X00270000
TRY—X Y= 3 22800BZX00094000
FTRYMAFAIN T %5 B REFE
Navitor f&H T —T VAR AT A | 30400BZX00006000
RAN AT TAT 49T T RS
O—F ATy INVT VAT I | 30100B7ZX00270000

X Edwards Lifesciences LLC #:¢ Edwards SAPIEN. Abbott Medical
Portico. Boston Scientific Corporation £ Lotus & A5 D B [ xf R D TAV
L7122,

[(EREDEE]

1. EELGERNEE

1) RETLa—al ORI CSHERNT L,

2) AT —TIMILERERALIRNE,

3) RIS E LA EEIEOSU I BRI S ORI Z S HE7R N &,
4) ARAFVI TG D W T TS FUAEWE R0 Do i

BEMZILNZE, FUEMETOMOWEZARFITNA

VAN

HEARTR BRSO T &, YR UTIRIEIC LR D o 72

RREZRFFT D2,

HBELIAERFREEE LIS LN L,

Eﬁi#@#ﬁ%%ﬁﬁ%«“ﬁs‘?@{/ﬁ%@L:ﬁﬂzof:@\ AR LZY

LN L,

ARSI R MG, S % OWEIA 22 T D BRIC L B L, E D AT %

MFTEBEIERNE,

KENIRSR B BT I 5T DRI O MR ORI LT

O BELEMTIEFARA ST,

o JEGENE R RBIRFPIZEOIEE iSO FRIRE
T HEHE,

o BRRMICEERRIGFROEBIERZA L TRY, MiTH
Aipfia B HEBE,

o fEHE SR BRSO B AT N S RS 2 2. 72 AN T
DEFDBEIC B BISNTODEBE T, BEFEO A TSR
AT DR E R U TS RE T 5% KT RTREME N B D
B, MRS O EDBEFO N LU OREREIC
WEERIET RN H 5 E,

o DIHEBAICED DR ay &2 RL TV, FEAIK
TEDTROHIND, TR M G B 4 Bh & 9D R,

o [FARL2EA T HHEFE (Child-Pugh 73774 C),

KENIRFR B BTV 5T DRI O 2V R O ML LT

DOIEWR, FTROH D BEEM TIEFHlS TN,

o iR A M ERBUE (B EREL 1,000 {8/mm® A55) |
M/ RE (L )REL 50,000 {B/mm® A#) | s
IR S0 i {7 v (] S D BEAEE . SR [ RETUHE IR RE,

o JERMED TR UTHRSR,

o BAMA S RENIR IR B ENIRF A E & O 72 K
BRI WAIE (3~4+) J2H %,

5)

6)
7)

8)

9)

10)



11)

12)

PI-VAL-9019CD

o PEENLEEDOMIEFSFRIG~4DbLAUTUD] JUTE wx (Hh

JED ZRFP (),

o IERAPHEMOIIEEZ A T D,

o R—ATAL OEEBWHRE CREARF RS 26mm A
H LI 30mm #, TAV in TAV ZEE 45856 BUT—T
gﬁ@i:‘é&?ﬁbf:é%#@#m’éﬁ 26mm At LI 30mm

o 22Fr v —AXNIL 18Fr YDA T A2 —AERBIRT 7
TR A TER,

o WS A S i A IR AL A T D,

o 2LV SR O R S IR D30 B 72 e B R OO e i &
FDBENNRHD,

o FATKEORE Ba% B9 BB 2 KEWRBE 54 95,

o AL EE OMEIERRAEE AT,

o JERERHER (LVEF) 23 20%A0i T 5B LSS HE RE RS,

o JEGEPED SHBNR S IIHEE BIIRYE 8,

o GRS I B LR R AL AL AR HiID,

KBRS R K E R EE R 5 B T KRB R4

DR AT A7 1B AT 2 &,

AR OEER ORI AT S TR, MBS

LT, BEDOT7 ru—T v AE R OMREZ T+ 528,

** {5 FAT

)]

2)

3)

4)

5)

FERIILIBE ORI ARG I B O e A X Th o L,
W2 T NAADY AV THATHIZ LTS ERT O FHH TH
Lo HHTTRE/ R Y A XICHOWTIR (R 1) 2B, @R T/
ADP AV T OB, A EFRMVANSI N TOHHEE
FHEERI T BTN HD,

RAFETHLT N HNT N TER NRITESNDT LK BE,
H. & Mkafilig 9220385, [MBILLTZZ VAV T VT
R~ E MR I ERT I 528, +a7ifiki o T
TORERTHZE, RIEPEMLUI-GEITZOH DEED
WARTHWIETZ& (15 /LA ), BIZBEMLZS A1, 15
SILL AR CTHRORL, B HICERMOBEREZITDHIE,
AR RO VAT VT BRI IRITE S5, A4
ERFROFBOIMUNTIRES N TRV 2D ES D
FEIER I E D 2N &,

AIENBEF S, DCS 2% Z7& RN IITIEETHIE,
DCS ZAF AT DRI AL AL NaBEE ) 2k BT
bz,

BE DGR K O] 22 W IR BE 2 (H ISR BT L Tl Bl 72T
IR REN ARG D2 L, FERAR/ W BINRT e A& B
THEE T, EHIREES I MERICHY | BRI LD
Al BEES D,

o KER/IE BNR, S T/ IEBINR, SHINRT 7 B AD & |

772 AME DONENT 6.0mm DL ETHLHZ L, ELEEREIRT
JRADY G KEIARE LG DD EAT KEIARD 7 2= A
NLET 60mm DL R CTWLDI L,

o LONE T/ MEBIIRT Z B ADEE . KENRELES O£ B (K
VR A i 17 & K S A/ FEHEL DR D4 ) 73>30°. DA IC
1L TAV OHEA B % RET HXETH D,

o KER/NGEBIAR, fL8HE T/ MREEART 7B XD 4 . K
WRIL D FEDD>T0° D BENTIE TAV OFEIA B ZRET 5~
EThoD,

o B T/EBIIRT 2 B 204 | BIFEANKREIRS T 7k
EHETHREOT 7R AME OWNET 6.5mm L ETHLT
L, - BT ANMEINRY T 7 s (E8E N/ ISR~
TADR) XIBGFAANENRY 77 - (4 8E T/ M %)
WRT 7 BADH) 23 HEE T T/ MEBIRT 72—
FERVHEAITEEICITOZE,

o HEEKENNRT 7 EADGE | T 7R AL ONZ DFEFEIZ
BA 1747 PN i B Ik SV BEAT 0O BR 17 A5 N BB RS 5 7 R A3 Jie L
ZEEERT DL,

e BHEREAR~DOT 7 EAFIEIZB VT, ¥ — AL b1
Ta—YEHED  HERFTOEIE MEROBE K R TE

RNT 7B AERNE D H I 23RS DI I IR DT s,

o RER/IE BT 27 £ 20 %6 . KB £ -1 fE #h, &
AED KBRS AT KB A KBR K O/ 30
FRICEED ARIEE 2T DRFICOWVCIEEICTIZ
Lo CNODBER N _OU AEST DG IEOGIHEE
TS50 REDT 7 EARKEZE T DL,

8/14

)]

2)

3)

4)
5)
6)

7)

8)

9)

10)

11)

12)

13)

B RER, $UE T/ MEBIR & OSHBINRT 7R EE v
DA Ty TN 7 a B O IR EE I Th A uiE
BN, BT —T VF o TN AR ORI R A
L CRIET DI EEBE T D53 72 R E TR D28,
EEEKRBNRT 7 22 EEZ AT e T 2—3
—AEEAL, A TA = AIER LN, T TITA
VTA L= ADNL B K AET T — T VAT LSRR HERF 95,
HEA T BTN 003 R A BRI A AW CTAE (RS0 LS
THZE, HERBAE TR TERWRRME~DIEE AR i
REBENELDAREMEND D120, 7V 2L T VT ERIRIESR
PRI OO, 3KA, {LF W EH D TP EME
PRLTNZ 72N &,

Peigrrp | FR AU IZ AR E A LIZD LN &,

RS RIEESIE, DCS KON LS 2RO TIHERL2NZ L,

X BB L DB SRR AR RO RS 2356, IR

FrE A IS AT LR EBEIEL , KR, DCS, LS, %

SE A K OVERR A KT TS =8 b O L 28

FTHZL, UTOSMAE 1 DU iz Uiz A, SRR B &k

T2,

o (TR —ANTYIRFTAMNE 4 FHEHO/—REBZ CE
720 TS (FRAEDOIEED X BB EOARE 7281 T
HEREn5)

o TUNIa—ANT Y IR CTHD, H LT SRV T Z T A
UMTHLHATTRND

o DT RANREDRSTND, HLLITHTI TS

o R (65 7RSS LRt K OV R o 23 FIIE] 4.
BT —T )V KRR FF ORI FIE HEH 17 OEEEZET
WP, AR ED T 2SS 5)

o AT hOPTIVE R T HRHIO S LITEER RO B

AT BNAVHOTMUND 4 FHO /) —REfx oA T7r—2R

NI RO ERVIL, HIKIO S DM PSR EDD

HEOAKLER T 56T, EERFFRIEAREOA 7+ —)L

F UL T IOV AT ZHINE B,

- BARNDBERESNIAEEF R RO DCS A T5HZ41C
F0 | EYE K O UFAERSR KON DCS DMl 54 51X
B ATREMER B DI | BRESNAERTR O DCS I3 FE
AEFicindszs,

DCS MBEEENIZHDLM, HARTAYH DCS OITALHHEA N

HTWAZ LR T AL, DCS BNHEE R ASH T

B, DCS MO HARTAY 2Rk E LN L,

HTVNLD X BARBE I~ —HH X AR BE SRV T &y

F A DBEALIITZEL TR AT AR OB T

PLEEREITHZENTED, BRI, FIGHA AR AR

722 MICET DRI, ZNEMOEDERNT /T 2o —HID

B/Hho,

HERFREA R ED AL T A — VT 42 7 B FINEIC DV T

WX, [T RS (R ORGABRTIE]A. AEFORGAR

EBRTHIL, EEREBAL T — T 7 LR EETH

BENDE, FEBHM ROV RS K ORIEED LEVEE D

SRR 720 | RS OBESC M E fFRE RS O EE SR A R

BN D735,

BT RIND X BREEME~— D X BRI SRV T 2

F A ROENIHEFIANA AT RESNC — LD, T —T

N RT 5708 UOARRERND SRR T 52 L3RS

720, BRGNS AT RE S &2 7244 1 Bl &1 TH &, DCS O

WA EA . KEWWRE AAE O, EEROEE. LR,

MEAOHE, N THROBERENIEREEE2ET), e, X

AP LIZBR AT, I T R TOFKRERDL BTN

VNN

JEBARE, FRERICHEARL CQORITIUZ(TAV in TAV OFA 138

BEAR T T AR SR IZ#E L T 2T huid) £ R ERITE

ICBES TN TED, — EFPImICBEML-D, A RpE

L& B 7 NS RTES AT LT TR0, AR T

TR L 722< 70D ECHIUIN AT o728, MR & Bt 51~

D CTHAELE T 5, 7L 0 X AR BEME~— B X AR

BRPE SRV T 20T A NEMIRIZEL TRl SE

WIS U TR 2 M 7 % IR S T H(FELE 9~ 5) 2N T

x5, 12720 AR SR E T 5 A B S T A BT R T

L,

ERFEFRETDHAIE, ARV BEICEDZE, 08

G T =T N —2IMUEBREL RN L,




* %

14)

FRUICHEARL THS (TAV in TAV OBEITEERE R 2k -
T AERTRICHEARL TOD) BN A RE SIS EE T DA £ CA
IRFR T 2B T3 D720 | AL RSP 0D JI BR R I
RMITATHZ L, BRI O MFE O MR, EILE ., 2RIk, {53
[, Sk A4, iAKESIIEE25 &R BZEh

DD,
15)

ART SN2 RO I F 2 O TRl R L&

BRI OHRLEZRTTD5 6, EAMITIE IR D023
02, BRADMGERLI T (UEBIIRHZES) OTREMER DD
ZERNT, R LIRS O BEEAZR AL L3RS
W, AT OO Ji B % O 28 B 3 R B IR IR ER AR 45, SEEBhfIR
RO OBYE, MAESOHE, EARFPREER 4 (B O
HEET) | B, et RO/ UTRADANRFHia 5]
ST BENLDHD,

16)

AEFOWBRA TV —LDANT Y OWT DB T /A DD

ZEHLCWAIEA . BE DO RIS IEFIGHA D720
& RO HMIT L — AT R OWT DN TR
MERASNTWAEE. DCS #ikETHRNCERAZY)—
AL T AUR B0,

17)

18)

A LTI REIIE K DR DY AT 53585 BT R TE,
FHRICLE
DA O IL, BARRE5 SR /RN D DT

R THE A EZ TG T252L,

O, FHANCEBEDILTF =0 LAV EHIET HTE, FH
i, EEAOFEMEEE=—T02L,

MRI 1% #}

FER R B K VBTV 712 Lo T AAIE S MR #4 (MR
conditional) THAZENREN TV, AMD MRI 22 RITRE

DEFY,

# 4 MRIZ2E#H

AELD TAV ORGA L BE T FHA I E %
SO T D&M FTEEIZ MR AR YU %
ITHZEMTED, ZNHD KM HEDIRN
Bt BBEICEENELDLATREE A H D,

HiHsh S SR A HMIE

15 TXF3.0T

e R ZE [ Al

30 T/m (3000 gauss/cm)

RF Jihite M (CP)
RE EEaANIAT | &HEEaAL
25K SAR 2 W/kg GRE HEEE—NR)

SHEB AR SAR

3.2 W/kg GRFHAEE—R)

Ay REF Ol B

2 W/kg D45 ) SAR T 60 4> odifs

RE (1 [0 XX i L i LIz A% v )

T—F 777k

AELD TAV DEFELECIVT —F 77780

RAET D ARRIED DD, 7 —F 7 77 Mkl
IETDITEARN L ST A—F OEMEN M E
A ANAY A= RN PN

FrE D FA= AT DIE WA TSN TGS 26D

237 A= Z B 95 MRI Al SE 1370,

DAL T 5 NDOFAEXITRE OEZHPRIUC LD, i85

A—=Z DI FT~NTO FREDS LB LD B D 0D,

TAV in TAV 2FEjfi+ 258 7 —F 7 77 bOBMEHRIC OV T

I BEBE R 21 ZBfa o7 TAV IZES# G5 MRI 7~V 2B 452

Lo

BLERE - B /MR R
RBiESIE, EWINRT 0 —7 v 7 E2ATHLEBIT, Ehl/ERR_ED¥]
WS DE b B S U TR L < bt Mo ik, UL Oy

EATHT &, 7ok, a7 VT GRKFRE 5 22700BZX00100000) D EAN

i K7 % (CoreValve

Japan 26/29mm, 2011 4EBA%E) 123V CiE, LA

T OHUEEE - Ui/ MRFREEHELE LT, SRS, B2 0 fet
DHARTGAL TFRIEIERIEDHARTA L S BT DL,

5 ENERARRER THERL I HiERR - L /MR

EIRE BEEE
TRV G ORI | T3 H A,
FE3 TG,
FHH | Foae v B R, B » TR
A NTES SADUEI S50
I,
T | PR (~02) GO B
v [ETEORILIGOE | R 7,
FIEE T BOFui M | T W 3 1A

9/14

PI-VAL-9019CD

* D)L T YAV DEOFEEFEITFHEO 3 ARSI (INR 2551

5L,

ok 45 S [ R B O B HERD TR IR IRt > €L TEMERERE IR (ACT) 2B =4V
745,

2. TEE-HEER
) EXKeRES

2)

i (AR FR, DCS KON LS)D AR EGITIELL PG ENDHD3,
IIBIZIRESNDHDO TR,

DCS Dk 2 K #

DCS } O LS DY/ T

DCS OEER R

DCS HRE AR AT 1D KENIRFR 00BN 72 i
AR/ A IR e R

FHPTER R OILE R

DCS f ki OB 8/ 2Ehe

PUF OFGUT LD N LI RE AR G i )38k 22) :
— 71— LDk

- 7L —20 230 (MR DOER)

- L — LDPLIER4

- ARAL

— INUXA

- FRROBEEFRE/ZUE

— M TR

- BROBEAERE

- WA ROUIM X TE o

- R

- R e AR (P ARERFEDIA~ YT )

- R G fA SN E (FEE TR E) /i E R

BRIEEREG

FRROEBRORBELIMNT, BRI T —T )V KERE RSO
HEIA PN BE T DIEVAZIZIFLL TG ENDH, Zhb
IZIRESNDEDTIEAR,

SETC

DFFREZE, M8, DFEMES ay s DE VIR —TF
TEEIIREAZE, B, 3 B NG (RME Bk ZE S Tr)
DB 2 — R a RSB L R0 RDH AR
ZE L, EATKERIELE (tissue erosion) | fiRhfE, EATKENNR
IME, DE D, FROREEET)

BANB TN TR T —T A 2 — s ar GEBR
ARG NS BB . SR R L R R B R B R
Y N S A IE S AL 7 1D)

RS DRSS

MARE/ FERE (AR SR I AR IE S )

Jibd 2 e O i 2 S0 A ) . — PR ifn R VR (TIA) S
Z DAl e s

{8l % DRRERLONER., PR g BRI B R 2% 5 )] X
1L Mg DR IR 4

Hgn I ST AN B B35 K R T ERE O H if (A&
I IUIBEE D i 25 Te)

7 7R AENLIZ BRI DA OFHE (REE, 2890, &0, i,
MAE, BRI, A~ AT AR 2 7 SR AV MEfE
B EVERIREE, TRAEE)

RS ST

KA —ZA— TIHEIA T D A HEME D I BB R D E (5
SEfEHIT vy e T ey s IMEIESE)

JEYLE (UMSE & T6)

A 7 S0 e o

PA I

A K 1.

o8 R i,

FA R A (BEMRE ORI ME & L)

Prif/ MR, &R SUTRIE ~DO T L VX — RS

X BB R ST AE 1E 2 12 U g

NEUNED] ==

REENR

fivd i

fiti K N

DRI

JTpN

AL R i

DHES

i 58 S~ M

JAp

% ]



i
A
L

3. 1Eim. B, REGRG/NRE~DER

KT S RT N 107, FeSLim~ D I B B2 Ml O 4
e i =Y O QAVA AN

4. ZOHDEE

D BEEREe

AT, F5E RS S SRS R ST a, B
HAFLAD I 4 2 ZRIEORE AEEICCGRET 50,
AT REIRGE S ORI D, BEFR S, A
ARIFIZBO T BN BER B2 7 ICRES T D,
i Fr o ENR

Wtk g, i H S AR RS O [RIN A TR AT - TN D, fil
HI ST AR IR X EE P B D FR 7R O T IHLE DO B 7
RE/RE BT, ZOOHHE RS TR ER O T~ S
oo i Fy "D AT 148 FERT U Y B K35
Z&, IRy e AR TERWEAIZIX, ZVHVT IV
FER, HLLIE 10%8REOREE L~ & ANT-B ARG
i (MR OFREIRE 35, MRk EARIC ST &N,

2)

[ERRR A #E]
BT MEI O ERIZUT O LB ThD,

Attempted: fA[END FHBEALNT-PERE LM T, FHEEOT 7
TR — NI MIRHT LT,

Implanted: FEBRITAGEENE A TR ],

1. SR FAEIT CERVERMEEEXBIRAREER T HE
B EEOHE

#8455 R =X ER (The Medtronic TAVR 2.0 US Clinical Study)
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FRIERE IS 1 1.7
FIER 1 1.7
FOBH) 0 0.0
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P . . .
BT SAVR | 22 [ 3.2% [ 29 | 4.3% | 37 | 5.6%
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30 H Bk PZE B OVFE K7 AR B A L AVRH KBRS B IR
n 614 550 Lo T 30 B ETITFAIIT BT D UIA Al i972 B L D
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varngEns,

5 NR—=RAFTA UM —ZA—H X ICD ZAff L T4 1383 o E
Fh TR,
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DX
B £ SD 1590040 | 1544078 | 1.95+1.28 qf%%@ 600'0(3;‘) 500'0(3;‘) 500'0(3;‘)
FEYRS 3 )5 U0 Ul U
T7H KBRS HE 0.0% 0.0% 0.0%
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