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40| Zto|Eeto|of ZEOAM BiEE [M7HX| MHTCY.

F9| Jt0|EQto|0] RHIZ MG S AHEE ZESIX| R E L 0] 2R SMOM AHEQ 9
X7t olsE = UL}
2. MY 9 (Delivery Procedure)

<CHAYE EHX}s

1) BE A0 o2t g3 2 2RI FHSoh

2) PTCA 7HHIE{Z WS O/2] HFAIZIC

3) PTCA 7HHIE{E HMAH%HCH

4) 7told FHHEO| U 2[™A XY HWEE Jtsst @A AL

5 #X HHO|M 7H0|ELQ0|0] YX|E RAISHHAM 7H0|E2L0[0]o] 22|50 MEA|AHS CHA| fIX|AIZICEH
Z9| 7I0|E2t0|0| 2{A0| 0.36 mm (0.014")E ZISHX| YU=X| ZHQIBICE F ALO|Z=9| JHO|ERt0|0]E At
g% 4%, BT YYo= 90|0{E uXTHCh

6) AHE ME AAHEZ 7I0|EQ0|0 @2 BN YR Cis FAAIZICH LAMEFY M OFHE At
835t0] YO AHEE IX|AZICE AHE QK| 202 ol BEREES HAISHT
Fo| MY FHHHE 7t0|=210|0] /|2 TMA|Z 42 TEY FIHELt 7 EHEX REE FoliCt

3. ZHE 9 (Deployment Procedure)

<EHAE Hxbs

1) ARSI Mo, FHHE BX(XE S BE HEA pEsto] AREQ| X7t FHoX| 2Holst)

2) WE HXNE WY FHHEH {20 TEstu U2 HEst0 MM S7|E MAHBHC

3) HIFAELE THAZHet LEfOM, 2HIES TFASEI| fsh 15-30F &2 &4 912 kPa (9 atm)ZE SMS
YWHEAIZICE L) 2ol BAIE HATIEY S XM= o ECh (ZEQ| 2t L= ot HE HX
gt A).

4) AHo| #FE oM AHEE SUY AW HHE00F 5tH AHEQS| LHFE 7|F EaAEe 2
7|19t UX|sHof BhLCY.

5) AHE Ho| ¥E OfEs YENQ HaAxds e L X30tE =lsiof i)

6) WE TKE MBS0 TS 37t HotEA SME +=HA|ZICEL ZIHEHE 0|S5t7| &0 S0 X3
423 AMEfQIX| oIt

7) 710 7IHEE Sof YaxF FU2E 0| HHETIX| =olstrt

Hel HE (In vitro Information) #& A

<Ultimaster / Ultimaster Tansei Sirolimus Eluting Coronary Stent System>

A%
(Nominal) RBP RBP
& (atm) 7 8 9 10 | 11 12 | 13 | 14 | 15 | 16 | 17 | 18
(Pressure)| (kPa) 709 | 811 912 1013 | 1115 | 1216 | 1317 | 1419 | 1520 | 1621 | 1723 | 1824
-2 -

“TERUMO



Ultimaster Sirolimus Eluting Coronary Stent System, Ultimaster Tansei

Sirolimus Eluting Coronary Stent System, Ultimaster Nagomi Sirolimus eluting

coronary stent system

2.25mm| 217 | 2.21 2.25 229 | 232 | 234 | 237 | 240 | 243 248 | 2.51
AHIE [250mm| 242 | 246 2.50 253 | 256 | 259 | 2.61 | 2.64 | 2.66 271 | 273
W4 |275mm| 2.66 | 2.71 2.75 279 | 282 | 284 | 2.87 | 289 | 2.92 2.97 | 3.00
(Stent | 3.00mm | 2.89 | 2.95 3.00 3.04 | 307 | 310 | 3.13 | 3.16 | 3.18 3.23 | 3.25
1.D) 3.50mm | 3.39 | 345 3.50 3.55| 358 | 3.62 | 3.64 BEXJM 3.70 | 3.73 | 3.75 | 3.78
4.00mm | 3.86 | 3.94 4.00 406 | 410 | 415 | 419 WEWER 427 | 431 | 435 | 440
<Ultimaster Nagomi Sirolimus Eluting Coronary Stent System>
eI
(Nominal
& (atm) 7 8 9 10 1 12 13 14 15 17 18
(Pressure)| (kPa) 709 | 811 912 1013 | 1115 [ 1216|1317 | 1419 1520 1723 | 1824
225mm| 2.09 | 2.14 2.18 2.22 2.25 228 | 230 | 233 | 2.35 239 | 241
~HlE 2.50mm| 2.33 | 2.38 243 2.47 2.50 2.53 | 256 | 2.58 | 2.60 2.64 | 2.67
Wz 2.75mm | 2.56 | 2.62 2.67 2.71 2.75 279 | 282 | 284 | 2.87 291 | 294
(Stent 3.00mm | 2.78 | 2.85 2.90 2.96 3.00 3.04 | 3.07 | 3.10 | 3.12 3.17 | 3.20
D) 3.50mm | 3.26 | 3.33 3.40 345 3.50 3.54 | 357 | 3.60 | 3.63 3.68 | 3.71
4.00mm | 3.74 | 3.82 3.89 3.95 4.00 405 | 408 | 412 | 415 420 | 4.23
4.50mm | 421 | 430 437 4441 450 | 455 | 460 | 463 | 4.67 473 | AT77
2 olgfst 1, Ml A MLES2 g MEHES D25t Yerh AHE F7] HE2 gy =8
X o

2 =2QIE|0{0F BtCt RBPE EISHA| YELt.
4. M7 ¥ (Removal Procedure)

<EAE 2R

1) 30| 2TY| +==E HEfIX| =elstrt
2) SATM XE HEE AW At
3) 7IO|=2t0|0f IXIE /AT HEHOIM, ARIE M HX|E 2ot & g HIStAHLE AHE O
Al Mol AHE MY FXE MASts S 071X Rot Meo| HdE de A A2"-E ®MASHOF o
Ch PHAQ AHE FME AXE HMA XAMND2 2AHE/M/AEHA-FO/AE gEE BZEBH} H7|7t
O[3t E 7IHEH S ECE MYIIHEHE d= AS AT
4) 2TA X" HEE xOICE
5) AHEE oM 2|5 BUISHY| Qo ERZEES HE HAISICE HES SE HEE ¥R Xo 42,
A% mgh Me FLE|E(Rapid Exchange Delivery Catheter)2 WA|SIALE MESH M X ZHo| Ct2 EM 7
HEZ X35ty o] oot H™Est AHE HIX| 7L O|RO{X| =& Bhot,
Ultimaster/Ultimaster Tansei Sirolimus Eluting Coronary Stent= 0.5 mm2| 178 =& 22| 0|49 &Zo
2 g3 o ok
Ultimaster Nagomi Sirolimus Eluting Coronary Stent= OF22| &O| EA|E WE T SAE Zist= 2YP
o= M= o Hrt
AHE ZE HZ(mm) 2HE Z¥ Z0|(mm) Yy = HAUE)(mm)
2.25, 2.5 9,12, 15, 18, 21, 24, 28, 33, 38, 44, 50 35
2.75, 3.0 9,12, 15, 18, 21, 24, 28, 33, 38, 44, 50 4.5
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3.5, 40,45 9,12, 15, 18, 21, 24, 28, 33, 38, 44, 50 6.25
6) 23 AHE XNZLS JFE W HZI XG0 FCh

5 7told ZHHEON FX| 27HE SAI0| AHESH= B0 it X|A|At” (Kissing Balloon Technique)

<Ultimaster / Ultimaster Tansei Sirolimus Eluting Coronary Stent System>

6Fr

239 - Ultimaster/Ultimaster Tansei Sirolimus Eluting Coronary Stent System(LiZ&(1.D.) 2.25mm — 4.0mm)

1702t Hiryu PTCA M F}EHIE (2.25mm-4.00mm) 17)l & Accuforce PTCA SMFIEHIE (2.00mm-4.00mm)2]

ZY2 6Fr (1.D:1.8mm) 7+0|E FHEIEIO|A A0 AHO| 7HS3ILE

<Ultimaster Nagomi Sirolimus Eluting Coronary Stent System>

6Fr =2Hd - Ultimaster Nagomi Sirolimus Eluting Coronary Stent System (L{Z(1.D.) 2.25mm - 4.5mm) 1712}
Accuforce PTCA M ZHHIE (2.00-5.00mm) 17H2] Z=8t2 6Fr (1.D:1.8mm) ZH0IE ZHEIE 0N SA|0f AtEO

745 3tL.
Of 7|'#2 otafof AHE X|A|AtZOl et MA|IZF 7HsStLh:
1) MIE X[AJAtEO] 2}t Ultimaster/Ultimaster Tansei Sirolimus Eluting Coronary Stent SystemE&

2) Hiryu == Accuforce 41 7HHEHE #3512, Y B2 o|stt 7, M

ujo
o0&t

HAlIZICH

3) ZHHIE H|7A: CHE FHEE SU BHEE 7HO[EQO|OE MAH3t7| Hoff stLtel FtEE S %t
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Ultimaster Sirolimus Eluting Coronary Stent System, Ultimaster Tansei
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coronary stent system

(4) 2HEE 7 O|MED HMAHY £ 8ot

<Ultimaster / Ultimaster Tansei  Sirolimus Eluting Coronary Stent system>

A &3l Ultimaster / Ultimaster Tansei Sirolimus Eluting Coronary StentZt MR conditional 2!
Aoz UBEACL CH3Z2l A SHo|A HHBHAH £74'd0| IHs3toth:
<MR Conditional Z=71>
+ 15 Tesla @ 3 Teslall DHX}7|H
+ 36T/mol 2O S 7271H
e 99 T2/m&| Maximum force product
+ O|2XOoZ 0oMElEs 20 A HF(WBA) HS4E (SAR) 2 Wkg (B4 ZHE RE)

A0l Ultimaster / Ultimaster Tansei Sirolimus Eluting Coronary Stent= ChSat
2o Ao Z ofdErt

i}

22 Al 2= 45

oM Holst A% X
o
o =

ro

=

0x

A
o

« 1.2°C (1.7 W/kg, 1.5 Tesla)2| HiZ 2= A&3t &4 6.0°C (1.7 W/kg, 1.5 Tesla) RF 22

'

ol

—_

5

1.2°C (1.1 W/kg, 3 Tesla)Q| HZ 2= 451t 8 6.0°C (1.1 W/kg, 3 Tesla) RF 2 2% 4

H oo U =
= g a9y =,

'

HILMAIRHOM, ZX|Of ofsf LA image artifact= gradient echo pulse sequence 3 3 Tesla MR Al
Ado=2 O|0X|E £3& [ Ultimaster / Ultimaster Tansei Sirolimus Eluting Coronary StentOflA{ 2F
7.03mm AZHEIC

<Ultimaster Nagomi Sirolimus Eluting Coronary Stent system>

HIQAAHE S8l Ultimaster Nagomi Sirolimus Eluting Coronary Stent?t MR conditional®! A2 2 2Z | ALt
CHE2ol &= StollA AHSHA A74'd0| 7Hs3iot:

<MR Conditional Z=7>

. 1.5 Tesla 2+ 3 Tesla®| DYX7|%
o 57T/mel HOf S 7IE7IXH71F
. 102 T2/m2| Maximum force product

. O|l2Yoz Of&E£ #|cf MA EHIZ(WBA) HIES+E (SAR) 2 W/kg (B4 &t&E ZE)

210N Holst AZH ZHSIO| Ultimaster Nagomi Sirolimus Eluting Coronary StentE CHE1F ZH2 %[0 2= 4
55 2o Ao=Z of¢Ert

H L&A ZHOIN, ZX|0f 2|sl UMDt image artifactE gradient echo pulse sequence 3 3 Tesla MR A|
ABO=Z 0|0/X|E £&T I Ultimaster Ngomi Sirolimus Eluting Coronary StentOl Al 2F 10.1mm ¢%&
g

Cf. EXt 7H7HQ10f chet X|=2| 7HYlst

Sirolimus-eluting stent®| {/&1t 0/22 Ultimaster / Ultimaster Tansei / Ultimaster Nagomi Sirolimus Eluting
Coronary StentS (AF83}7]) O|A3}7| Fofl Zt2to| XS0 CHsi 24 Z(OfoF Bt &5 HAISHY| o 2HE
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Ultimaster Sirolimus Eluting Coronary Stent System, Ultimaster Tansei
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=2 gy (& 1797)
= g A UIHEREZE/MSELEA MEF MEOZ 411, 235 12(MZEF)/(02) 565-9225
H = @ HM=ZQZ|Xl: TERUMO EUROPE N.V. (#7]0]))/Interleuvenlaan 40 3001 Leuven
K| Z=X}: Terumo Corporation-Ashitaka Factory (2 &)/
150, Maimaigi-cho, Fujinomiya-shi, Shizuoka, 418-0015
EHCER MY EEEE
A 1~ 30°COoIM 22
AERE: Hdd HERES A= SR BXE(reference vessel) 2 Z0| 2.25mm~4.5mmO| 1 ZO|7t 50mm 0|t
2l Ad(de novo) BeSHO| HAHHO HYSIH JHES RXIAIZIL MRS HAAF]7] I8 AHBSI=
FESHEAHE
<HAS
1 DE-RD2509KSM | 38 | DE-RD2238KSM | 75 | DE-RQ2738KSM | 112 | DE-RS2244ASM | 149 | DE-RS3515ASM
2 | DE-RD2512KSM | 39 | DE-RD2533KSM | 76 | DE-RQ3009KSM | 113 | DE-RS2250ASM | 150 | DE-RS3518ASM
3 DE-RD2515KSM | 40 | DE-RD2538KSM | 77 | DE-RQ3012KSM | 114 | DE-RS2509ASM | 151 | DE-RS3521ASM
4 DE-RD2518KSM | 41 | DE-RD2733KSM | 78 | DE-RQ3015KSM | 115 | DE-RS2512ASM | 152 | DE-RS3524ASM
5 DE-RD2524KSM | 42 | DE-RD2738KSM | 79 | DE-RQ3018KSM | 116 | DE-RS2515ASM | 153 | DE-RS3528ASM
6 | DE-RD2528KSM | 43 | DE-RD3033KSM | 80 | DE-RQ3021KSM | 117 | DE-RS2518ASM | 154 | DE-RS3533ASM
7 DE-RD2709KSM | 44 | DE-RD3038KSM | 81 | DE-RQ3024KSM | 118 | DE-RS2521ASM | 155 | DE-RS3538ASM
8 DE-RD2712KSM | 45 | DE-RD3533KSM | 82 | DE-RQ3028KSM | 119 | DE-RS2524ASM | 156 | DE-RS3544ASM
9 DE-RD2715KSM | 46 | DE-RD3538KSM | 83 | DE-RQ3033KSM | 120 | DE-RS2528ASM | 157 | DE-RS3550ASM
10 | DE-RD2718KSM | 47 | DE-RD4033KSM | 84 | DE-RQ3038KSM | 121 | DE-RS2533ASM | 158 | DE-RS4009ASM
11 | DE-RD2724KSM | 48 | DE-RD4038KSM | 85 | DE-RQ3509KSM | 122 | DE-RS2538ASM | 159 | DE-RS4012ASM
12 | DE-RD2728KSM | 49 | DE-RQ2209KSM | 86 | DE-RQ3512KSM | 123 | DE-RS2544ASM | 160 | DE-RS4015ASM
13 | DE-RD3009KSM | 50 | DE-RQ2212KSM | 87 | DE-RQ3515KSM | 124 | DE-RS2550ASM | 161 | DE-RS4018ASM
14 | DE-RD3012KSM | 51 | DE-RQ2215KSM | 88 | DE-RQ3518KSM | 125 | DE-RS2709ASM | 162 | DE-RS4021ASM
15 | DE-RD3015KSM | 52 | DE-RQ2218KSM | 89 | DE-RQ3521KSM | 126 | DE-RS2712ASM | 163 | DE-RS4024ASM
16 | DE-RD3018KSM | 53 | DE-RQ2221KSM | 90 | DE-RQ3524KSM | 127 | DE-RS2715ASM | 164 | DE-RS4028ASM
17 | DE-RD3024KSM | 54 | DE-RQ2224KSM | 91 | DE-RQ3528KSM | 128 | DE-RS2718ASM | 165 | DE-RS4033ASM
18 | DE-RD3028KSM | 55 | DE-RQ2228KSM | 92 | DE-RQ3533KSM | 129 | DE-RS2721ASM | 166 | DE-RS4038ASM
19 | DE-RD3509KSM | 56 | DE-RQ2233KSM | 93 | DE-RQ3538KSM | 130 | DE-RS2724ASM | 167 | DE-RS4044ASM
20 | DE-RD3512KSM | 57 | DE-RQ2238KSM | 94 | DE-RQ4009KSM | 131 | DE-RS2728ASM | 168 | DE-RS4050ASM
21 | DE-RD3515KSM | 58 | DE-RQ2509KSM | 95 | DE-RQ4012KSM | 132 | DE-RS2733ASM | 169 | DE-RS4509ASM
22 | DE-RD3518KSM | 59 | DE-RQ2512KSM | 96 | DE-RQ4015KSM | 133 | DE-RS2738ASM | 170 | DE-RS4512ASM
23 | DE-RD3524KSM | 60 | DE-RQ2515KSM | 97 | DE-RQ4018KSM | 134 | DE-RS2744ASM | 171 | DE-RS4515ASM
24 | DE-RD3528KSM | 61 | DE-RQ2518KSM | 98 | DE-RQ4021KSM | 135 | DE-RS2750ASM | 172 | DE-RS4518ASM
25 | DE-RD4009KSM | 62 | DE-RQ2521KSM | 99 | DE-RQ4024KSM | 136 | DE-RS3009ASM | 173 | DE-RS4521ASM
26 | DE-RD4012KSM | 63 | DE-RQ2524KSM | 100 | DE-RQ4028KSM | 137 | DE-RS3012ASM | 174 | DE-RS4524ASM
27 | DE-RD4015KSM | 64 | DE-RQ2528KSM | 101 | DE-RQ4033KSM | 138 | DE-RS3015ASM | 175 | DE-RS4528ASM
28 | DE-RD4018KSM | 65 | DE-RQ2533KSM | 102 | DE-RQ4038KSM | 139 | DE-RS3018ASM | 176 | DE-RS4533ASM
29 | DE-RD4024KSM | 66 | DE-RQ2538KSM | 103 | DE-RS2209ASM | 140 | DE-RS3021ASM | 177 | DE-RS4538ASM
30 | DE-RD4028KSM | 67 | DE-RQ2709KSM | 104 | DE-RS2212ASM | 141 | DE-RS3024ASM | 178 | DE-RS4544ASM
31 | DE-RD2209KSM | 68 | DE-RQ2712KSM | 105 | DE-RS2215ASM | 142 | DE-RS3028ASM | 179 | DE-RS4550ASM
32 | DE-RD2212KSM | 69 | DE-RQ2715KSM | 106 | DE-RS2218ASM | 143 | DE-RS3033ASM
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33 | DE-RD2215KSM | 70 | DE-RQ2718KSM | 107 | DE-RS2221ASM | 144 | DE-RS3038ASM
34 | DE-RD2218KSM | 71 | DE-RQ2721KSM | 108 | DE-RS2224ASM | 145 | DE-RS3044ASM
35 | DE-RD2224KSM | 72 | DE-RQ2724KSM | 109 | DE-RS2228ASM | 146 | DE-RS3050ASM
36 | DE-RD2228KSM | 73 | DE-RQ2728KSM | 110 | DE-RS2233ASM | 147 | DE-RS3509ASM
37 | DE-RD2233KSM | 74 | DE-RQ2733KSM | 111 | DE-RS2238ASM | 148 | DE-RS3512ASM
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