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CLETHRBE—FIZRAZENTZEEFS, LE2A—F—FDtELY FT7x2—XThh
(X, WOTEHLIDREZITSENTEET,

4221 LY ; (Select) 72z —X

LY T —X T, FRL—AHER, RE. HR. DR, F=3EOXT 47~
N4 TT RIS REFADREERRELERRT 5 ENTEET,
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Makoto Intravascular Imaging System™

iVE S ET LR
A¥ vy UER
(Scan Fr (View)
Selection) Tvo<—9
wLoal
(Mark
Selection)
REDER .
(Procedure I\g 7%'—'—\_ -
Selection) & J:“U‘?_jj
4 7 (Export
&Archive)
A4 oiRk— bk
A¥ v VR (Imnort)

(ScanHistory)
4-14 : LE 21— (Review) E—F®D+tL%Y bk (Select) 7z—X

CDTI—XTlE, DA T4 7HSBEZT+—< v bShizT—4 DA% Makoto
Intravascular Imaging System™Z4 ViRk— kB EMTEET,

THYRKR—b&A UR— MEREDFMICDOLTIK, [V Pav 12 BRE T—420
HREIUVT—h4A4T)] ESELTIESL,

4222 Fa— (View) 7xz—X
Ea—71x1—XTl&, [EY232 10 AEXv o T—2 DR, AERTIRAA]
[CEREBINTWWAEEIE, BIFE—FORFX YU Iz —XRERKFRICAFYOoT—52D
KR, BT, FRE I VHIBRNTEET,

4-15: LEa— (Review) E—KOEa1— (View) 7x—X
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Makoto Intravascular Imaging System™

iR ER AR

x 2EHEDEIRTIEITEEE A,

LEa—F—FDELY F7x—XIZEAIZIE Makoto E—F - rFJ)L-a> bka—)L

bz FLET,

“Review” 74 O ik
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Makoto Intravascular Imaging System™

iV E LR
4.3 Makoto™ay baO—35

Makoto™a > bO—5 (LLTFSHE) (X TVC C195-42 hT—TI)LE Makoto™a >y —IL
DA VA —T T —RTYT, hT—TILIE, Makoto™"a > rO—SDRIAEICHD VT v
FZEHKELET, iKY, AT—TILONRL—XABEESIND EREEIZ, 4 A—
SUTaAT7RERINET, Makoto"aA L FO—SD TNV I E—KTIX, 41 42—
>4 a7I1%1,800rpm THERIEEL., FIL/Ay Y RE—FIX 0.5, 1.0, 20 mm/s DLYTh
MZERTERBETT ., 41 A—U 2 Ja7IEE2RH 150mm (2H1z > TR HIERLIZA—
FTWNNY O EFTSENTEET,

Makoto™ L A T LIZIE RFID L —N\—WEBEINTEY ., BEEOHHAHhT—TIL/
VRILHORFIDTZ YA —EEHLT, hT—TILOETIHBNORTFARLGZEDD
——0 =0 0—%MBICITAALIICHELTVLET,

431 A5 —42

4-16 : Makoto™a > baO—3

Makoto™a > bAO—F (X, A—HFICRAT—RRAA v E—CFRTT H-HD LCD T4
ATLALEBATUVET,
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Makoto Intravascular Imaging System™

e GRS

4-17 : Dualpro™ IVUS+NIRS B F—TFJLIZ& B Live IVUS BR#F (Aquisitino) B (k) . Infraredx Clarispro™
HD-IVUS 1 7—7 JL% Ready IEIZ##HE L =74 FILARRERF () . Dualpro™ IVUS+NIRS AT—TFIIZ& B H
— IRy HEEE (F) O Makoto™ aA> kA—5—OLCDRY Y—2DA 0 THr—4,

A2 hA—SRFMEC2 ONDEELGMEFBRERTLET . TNIXREADY RO 3>
E0.0mARIL3UTY,

READY CORTUaviEMakoto"ay FO—FATF—TFILY S Y AR
PEGFUICMELTWAZEZTRLTWET, CORDIavIEkh

IFUO163rL.ja (2022-10-04) 4-18
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Makoto Intravascular Imaging System™
ik S
T—TLOEREEIURYM L, £ LLFRERKBRORS D 3
VTHY. BARKOMF U IMEIVHA FOA YDERMEIZE
nTWWEJ,

READY R ¥

/ 3> READY
40 30 20

4-18 : Makoto™a > FA—5A READY RO a VICHAIKNDE=-42EELD READY 74,

“0.0mm” DRI avIE, TN ERIEXSTA T IVUS 2K 5EHR
BAX Y UOBRBEETT ., [0.0mm) R 3 »IE, READY
RO a3 D 5mMmERIIZHY F£9, READY & 0.0mm & DFE
DR I VIZHITH5EH IVUS BR(X, BRERFE(XEERITEL
TWEEA,

4-17 |12 RF &K 312 Makoto™a > FO—SDLCD T4 AT LA I1E, o9 —. EiE
E— K, BEURT—ERLGENDEELFERERTLET :

HF—F LSRR (Catheter Type) —D<—4 B 1F. IVUS+NIRS $ 5
— TRV FA—FIZEREINSERTINET, DV
—4 @, (X. HD-IVUS AT —TFI)ILAa Y bAO—S(TEfHkS
nNdERTEINET,

E&ESE— F (Acquisition Mode) CORTEIE. AT LOBREDEGRIRE
E—F% “LIVE” . “AUTO” £f-1¥ZaTxrLET,

ZTILNy U EE (Motion Rate) CDRKIE., BEEEREBFD TIL/NNY I EREET
LEI, EERZIMEBL TRV TNy I REXRDR
XX DTN IEEFRRLTWET, [EYay
921 A—F TNV I EEDHRTE)] ZSBL TS,

READY FA4RATLAM “READY” ERRSnTULWNIE, VAT LAIE
READY iR 3 V(ZfHiE L. Makoto™a Yy fO—S5 DEFI=ESL
SMEIZHBZEERLET,
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Makoto Intravascular Imaging System™

e GRS

A4r—JLEk< (Relative Scale) X4 —)LD&IE(X 0.0 i 150.0mmTH Y .
50.0mmé& 100.0 mmIZBEMNTREINTLNVET .

A—I)LEDHIE (Relative Position) Makoto™a > bk O—5AY READY 7R
AVhLBHTEREA A= U T ATONENRRY—IL
RTRRNICELHETRINET,

P

4-19: Ry —)LRTFHNDFHERT LH : BEBSIURELTLWEWS A T IVUSEOIA7DMHE, FE : 54
7 IVUS SEBO A7 DE, T : IV IBEOITOREE,

(DAt Live IVUS E£1=1F T )L/ J BREIGH(E, BERIGHERR
MoDIER, FRERBROY—VHEN-DIERMNS ) A —
MLEGTRRSNES ., BRERIFLTLEWMERE, BE
DA A= T AT DMENARTEINET,

IKEE (Recording) SREIDMRIZIFE=F —E@IZSFERRTARINAET,

iK% (Recorded Range) IRFED Live IVUS Ef=(dA— k FTIL/\y U B
DEFEHRRIE. BY DRI -EARTRINFET, TS
ff- Live VUS BFIEBE KR RSN, 7— R TILNy I BE
FJMTRRTINET, BYDSRSI=ERIE. REDIY—Y
LIEDOHBEKREZERLET,
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Makoto Intravascular Imaging System™

e GRS

B 4-20 REMFHORERE : FRFFEF CHEICHLIREDMEZERT Live IVIS (L) . REICI—I &
LB DERICHIRENMEE T RE S i Live IVUS (PERLE) ( T—20HWA— R Ty H (hEk

T) « ZBEOI—I DS OREEHEETRTEY ORXSNN—0HIZA—F TNy (FE) .

LOAD DA yvt—ld Makoto™a Y FO—S A READY RO 3 Y
[ZHY. hT—TIEHGELZTIREICHDZLERLET,

B 4-21: LCD T4« R 7L 414 D LOAD FRETE

TURN CDAvtE—TlE Makoto™a Y FO—SHAATF—TILDARSE

EEREBEHMLIECEERLET,

IFUO163rL.ja (2022-10-04)
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Makoto Intravascular Imaging System™

e GRS

B 4-22 : LCD T4 A7 L4 ® TURN FRREH
WAIT

RKORTLNEFHFTHSIEZRLET,

OWAIT

B 4-23:LCD F4 ATl A D WAIT RREE

A o h el

REB|AITHE. BEOARL—E2—H
ﬁ%?é&tsfﬁﬁﬁgﬁﬁi?é%A#&U$?
=

1"

SEE DISPLAY Makoto™ay bAO—SMNITS—FIFEE

ERMLTHY.
Makoto Intravascular Imaging System™F 4« X LA T&L Y &%
MEETRESRILIELSARL—FITRLET
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Makoto Intravascular Imaging System™

e GRS

A\SEE

DISPLAY

f 3

B 4-24 Makoto (tm) A Y FA—SNIS—Avt—Y () LERPEE (B) Avt—2, E5LNBEH, 1—
YEVRATFLEZEATIS—FEEEZLERDT7 I aVIZOVWTORTERRBZIVELDBY FT.

e LCD T4 R T LA LDIERICHK o= [See Display] (F
TSR LS AYE—UMRYRLRRSINIZIGESE.
ERHRZI—H—EXE =& Infraredx™h X2 v —H—E
RAIZBBEIVEDHLELZELY,

AVATLT—EBBVATLERELTLWEIMRRZEZ21 VS LTLSIBEA,
SN LHED-BEOCEETREINTVENWI LZRMT D E, OV rO—5HEE
AE—FIZAVET, [AohDUVEBEZEITLTVSEES, HOLIWIVATALIZAT—T
IR SN TUWRIERRFEABHE—FIZEEYERBA, BENE— FZHBKRTSIC
X, A—H—RATA0EBEIHE>TLEELY,

b= Administrator (BI%) #ER*F D1 —F—3ET7I T« THHEHETSE
F9, HFLLIE [EH9> 32138 VRFL (System) ] 2BHBL TS
Ly,

432 BEERERE2 DOEHHA

A BRSNTVIEERNRERMRT SE. BEOANL—2—H
BT AL E. BRGRELAREST DEENHYET,

'S
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Makoto Intravascular Imaging System™

ke BIE
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Makoto Intravascular Imaging System™

iR ER AR

READY
ay
IR

(Distal

READY
YavIcE
A(Return

to READY)

TA4REL
(Distal Fast)

T A

,.'Fast) ¥ 7

4-25 : BHERE UFE Makoto™ oY FA—5, 2 ETILHY (L. T,

aA—HIE, Makoto™a Y FA—F EDRE AARETHBEIZT -2 ZIH/TH5IEMNT

=%F9,

Return to READY (READY R a VIZERB) BEICTHT—TILDA A =D
JaA7HEREDUMEI OEEEMDEE. F1-X READY 7R
DLaVETBESIEET, EEOARANATHT—TILEEDL
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STOP ({Z1k)

Makoto Intravascular Imaging System™

e GRS

TG, FERAT—TILOEREEGEBREE G S5BE
[CIFA7ZDNEIZTIDEADHYFT,

Makoto™a Y FA—SDETOHELEFLESEL I EMNT
EFEY,

Pullback (FIL/Ay O RIR)  #HELE-AT—TILOEEE TIL/Nv I ZFHBLET,

IFUO163rL.ja (2022-10-04)

EER#E 1,800rpm T, FIL/\y Y EE (L Makoto™a >
Y—ILTERESINT-L—MIHIELTULET (0.5, 1.0,
2.0mm/s)

READY /RS 3 Uh 5 DIR4E -

READY 7R < 3 > T Pullback R4 > &3 &, 0.0mmR>
auABHLSAHA T IVUS AR NET, BE Pullback
REVERTETILANY Y LEREZERBLET,

READY ;R < 3 > T Pullback K2 V& RIFLT B L.
READY R 3 omib 0.0mmiko S 3 UABEIL, TIL/\y
g EBEERIBLET., T4 RATLAIZ “AUTO” NRTRSh
nIE. REVEHLTEH TNy Y LBEIT#EINET,

0.0mmART S arhbDIEE -
Pullback R4 V&9 & TIL/Nw by LEFEMBBEINET,

“Pullback” R4 VEMENIHENEERXT v U T—2 D5
BABFMICEIBINET ., RREIK, 1 A—D25a7N
EDFHEBETH>THHWT A ENTEET,

A A—D5a7hEELEF-1E54 T IVUS T—42 TG TlE
BELTWTH, TNV T EEFTTHEIETEET,
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Makoto Intravascular Imaging System™

e GRS

Live IVUS/Record (54 7 IVUS BRIR/ERED) HT—TILDA A= U5 hEIRSh
(FILINyDEL) | IVUS A4 A —2 VT EED Makoto™a
UY—I)LEZ R EIZRFTEINET,

Z4 7 IVUS B1[Z “Live IVUS” 7R#% ‘/E’é#ﬁ?’f:lﬁl:
IVUS 4 A—C U JBEBDOREDA Y - 7Y EZLH
EDNTEET, COBEFA A= a7 OEERIKELE L
T A,

Mark (Tv9<—7%) BTSRBLEYLEL—TEEESIC, RX vy ADT L—
LOMEZE TV IX—ITEEY,

EEORGEH, CoRFvEFaryra—50FREEAICL
F9, A2 bO—5DOTRY BRI, RRICY—I T LI
ENCBESNET,

SATIVUSHh, B—JL—LEEBZEHETHIENTE
*9,

RBE— FOTSA S5 Tx—Xh, ARV ERT &
TRFY VT T —RIBBHT B ENTEES,

Distal Fast (T4 AR IT7—RA L) ZOREZVERBLITRE. 1 A—D25a7F
ARG AFEA 10mm/s DEETHIHLET,

CDREVEHLTEBEL., hT—TINA A= 5aT7%
KigARICEEESD OS5 mMm BN LET,

Distal Slow (T4 X%ZJLAXO—) CDREVEREBLTRE. A A—=D25a7F
ARG AREA 2mm/s DFEETEEBLET .

COREVEWMLTHL, hT—TIA A= aT7%
KimAFICEEEZD 0.1 mm AN LET,
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Makoto Intravascular Imaging System™

e GRS

Proximal Slow (ZAX < TIILRO—) ZOREVERFLTRE. A1 A—S05a7
HPHEGLAEA 2mm/s DFRETERBLET,

COREVEWMLTHL, AT—TIA A= aT%
WA ARICEEES®D 0.1 mm N LET,

Proximal Fast (ZAX 2T 7—RK) ORI VERBLTDE, 1 A—DY
A7 HEEIARA 10mm/s DEETHERELET,

CDREAVEHLTEL, hT—TIA A= 5a7%
ERARIZEEESD 05 mmE#aALET,

b a2 FO—S5H#EED” Return to READY” . ” Live IVUS” . &1V
Pullback” RE UlE., VE—ray FO—LEREEEMZTHERDRT L
A= TIERTEFT, F#FLLIE. [E92321387UF—+
Oy haO—)LEEHIZT S (Enable Remote Control) ] #8HBL TS
LYo

4.4 Imaging AT—TI
Imaging AT —TI/LIEERICHE SN, BERFEAOEOHICRESINTWVET, hT—
TILIZOWTOFME BN LERE L CEADEOICEABEIA TS HRAXEESEL
TLEEELY,

45 EFNMNERSIAEZE (NIRS)

Makoto Intravascular Imaging System™ (&, Dualpro™ IVUS+NIRS 4 A —L U5 AT

—TILERWT, HEPOLEOEEIRKICE T, MiKZELC TCELESENOIEED7
TSV EHETETET, 103 R aFLA—T4F7B XML, BERTS—
DEFMT AEEDHEMFELE LT, COIRTLTERINMEANZE (NIRS) AW

5l &IckY., BEEREDIEFHABMZHIETETET . COVATLIK, LIRSS HKE
DEXFREBIZEDOWV-1DTHY. 2LOEMFPHFTHEIIN, FRHEINATLLIHEIMT
e
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Makoto Intravascular Imaging System™

e GRS

RN SEIFAEREIC AT T D EILRT - RIRSNFET . EOLNTFRITE, FRBBOIL
AR - RIS E D CHBOBERBERAESENTUVET . Ch o DRIVEHES K UHEL
P, BOLEEERB L UREICE > TRESNET,

4.5.1 Chemogram
Dualpro™ IVUS+NIRS h T7—T A A =D 5 a7 #8IRAIZTILANY I Lz, &
ATLDYI bz T7IET Yy THRAT, BHMODTZ—2 (LCP) ZETUEY Fa7MH
FHETHAEMEERT IR RLET, FEOEDEEBICEFNIBEEIT IS5 —
VDHFEET S ERTONENEGIEONET ., ELVEREDGESEIHERBIZRRS
N, BRENTRDZEICRRIZKFBEARITLET,

4.5.2 Chemogram RRDFHE
JTZINEAALTOT—FIEHRIZ, 4 FTAVREIY TTHA FOAVYDRLEEHE
WTEET, ChITK>TERMIE. AFRMEDIE (NIRS) T—2RICETFTEHT7—F
770 FOBEOERNBZIZHEVEST, TNy o THR, SEREICETSH 2D
DELLE < v T (Chemogram & & U Block Chemogram) ., KX TLDE=4I(Z
RRENFEFT, Chemogram # & U Block Chemogram (&, EEIARA DL 8 IZAEE
A7 TS—UNEENTVLDAERZERTEHIDTT,

REEGRIE. GO oE GEMMNGIAL) ~DRAF v UHERERTLIZLDTY, x #
F. A A= 5aA7DTINY I EHEI)A—MLEFETRTELEDTY,
Chemogram 8L UHA RO A Vi< vy T7D&y 8L, XFF v T O AIEIERSL
BEXAERMTRTLIOTY (FAREEFIER) . AEFYIDIA T T hT—T
IWHTHSZEERAMLT-BE. £DEEIL Block Chemogram # & U Block
Chemogram D &R Gix I ZEDIKEBE TRRINET,

Chemogram [EFENSEBEBDHS—XT—ILIZKk > T, BEIA7TS5—IUMREENT
WHATEEMZ BN O EHETRLET, BEOFEEREN 06 TEASHLDIE
Chemogram ECEA L VBN ERTEZAERLIZRRTINET (Va3 Y
17.2 48 B : EENRVERARDFELHESHE) . LCPREETILT ) XLIEE
B. BEBSFLEIMOFHICH DS LFEEINI-EES. TDMEED Chemogram LIZE
WEBBHDIRX VU INRTEINET,

VRATLEZAE@ICIE, LEIEBEOTYIDEL,, BEATHESA VT YIR
(LCBI) A‘K#h Chemogram EHEDERIIZRIRENFT . LCBI [ Chemogram D RE 1L
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Makoto Intravascular Imaging System™

e GRS

BEADIEEIT7 T —V DEIE%E 0~1000 DHETHRLI-HLDTYT (ZOHBEHNK
FWFEBEBEIT IV 2ETEENBLTY) . HBFNEEICER SNI-EIRE
RZERWEHERIZEL S E. LCBI TBIARA DR MRIEDFES & BRTE & BRI

HEENRILYELE (V23217248 B: £ARNRUVERARDOELHES
B .

Max LCBI @
{iZi& (Location
of Max LCBI)

LCBI

==X LCBI
(Max LCBI)

LCBI 2B+ D
BRiDRE

(Selected
Region for
LCBI)

4-26 : BIDSEEIRD LCBI XU mxLCBI & # Chemogram QERIIZRTRIhFET

Y7 b7, BOEEROI—FNERELI=V 1Y FOoH A4 X (FHIKRE 4mm)
DO mxLCBI ZEH L., ZORMEIRTINET .

LCBI A—HYAEELE-BELOMEBRNT, L HhT—TILERHWNT
ThhE=& TNV IIZDOWTHESW-, BEaT7RHEAS
>TwH X (LCBI) ,

max LCBI =X LCBI

Ty ) e gF-FEADERERNTI—YAREL -
VA RO A ATHESNBEA7RESA VT YIAD
=KIE,

Chemogram % ## 5 Block Chemogram A% Chemogram T @ K& IVUS B D HilMZR
~ENFEFT, Block Chemogram [& 2mm g Block (243 %I & 41 Chemogram 23359 5

AV FRDETFRARITEENHL TLVET ., Block Chemogram [IEEEMN 5K
RREEA, BBE. FLUCE, FBEOIBTRRINET, Chemogram £D
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Makoto Intravascular Imaging System™

e GRS

Block REIZHMN T HFE-1L 25% % BB DIEL T FILICK > THEEZZ(ITT IS
4. Block D&IZEIZH Y FT,

x 5859 & T Chemogram DAEMKICHFETELEVARY MLDEIEMN 12% % B X
5154 . Chemogram [FERINFEH A

46 MERBERK
Makoto Intravascular Imaging System™(&. XM E Zkk < AIEDRFEDNEEPIEERE %
MREBCTEEAA =DV AT—TILTHERTEET, EMIE. COVRTLT
BERERAWNSZLICKY., BEIARICOVWTHEOCMER =L, BRELEETS—
DEFHET HIGADHMTFERLTEIENTEET, BERIE. BHESAEZRATURS
BIRALGE EDEBARFEIL TS5 — 0 G E. MEDMDFHMEENT 5 EMNFAERETT,

COERIE., DT—TFILEHED FSURT1a—HOOMEBEABEREZ/NILAKRELT
EEL, ITO—DORHEERELTHEONET, BIIROBEEMNEFHICE>T, /NLR
BRIFERIZ—EERIREN., —BERFEINET, ChoDESFREZEICETLES
n. BEIRREINET,

MEEFEHN DEDEERD 2 DNEFRZLRI S LT, RENETZTHET S
ENTEFT, ABEMICThoE, SROEFEAOEEAOR/NMAREENRRSINAE
¥, CORDEPIERBELFENFTT, —ARAINLMEEZDHIZERNEDRLE
DEETHMICHEZELDIZEADHYFT . VUSHIDESBREICENT, &Y
RUOEHEZRIREICLE T,

NEERZERT DL, REDETZHM I 2EGLIRMELGYFET, KRORATLA
[F2 ODELZLBEOEBEZLE L TRERBERXREE (AS) ZIRELET,

AS% = (Areamax — Areamin) / Areamax

% N E (RAMEEE - R/NREEE) /| SXInEEHE
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Makoto Intravascular Imaging System™

iR ER AR

5 Makoto Intravascular Imaging System™DRE. &5
BLURE

5.1 Makoto Intravascular Imaging System™ D& &)

AKORTLAL [F, EEHIZC2 OODFMEQAY XY R2, BIAEIZC2 OOARBAOY I XFv X4
ZRATULWET,

ARBy T F
Y RAE
(Direction

Lock Casters)

MEQYYF*v¥
~._ X% (Position
Lock Casters)

B 5-1 : Makoto Intravascular Imaging System™.

FYRADLN—ZLEAICEHNT ZETAY I EHBRTE,. FOAR—ZANTIATLA
8. ImEAFEETY,

AE RIEBERY MR, YATLREOABMAY I v RXE2E0Y

DB EEHELET,
E BEOK. RREHERTIEHICEZAZELTLEEL,
IFUO163rL ja (2022-10-04) 5-1
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Makoto Intravascular Imaging System™

iVE S E L
52 {FHOEBOBRE

A g
A\ sz

RORATLIEF, BEFERMGFERICEVDVTEIREET—TJLOHEREORL L{TET
., HEWEXBUATLEZIDERIZRELFT,

FEDMEICRELzb, RVATLDMEAY I F¥AZ2ZOY I LTSS,

Ziils RORTLEBHT HBE. BRISTVMRTLVESITEE
LTS,

N
4.

b= FERADKRE, EMMACBREEEZRPTVLSICE=F ZHKE
BAEITRELTLESL,

b AVY—IUHAFREICBE LGV HIC, a2 Y—IILEED
MEOYIF¥REZZOVYI LTLESLY,

53 XEABKORE

HYFLA, RRATLORPREICEALTIEXENARZ T —
H—EXFEIX, Infraredx™M AR EZ T —H—E XX THEL
EhELFEEL,

ii UTOERAFRARARRATLORAREZEMNELI-LDTIZE
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VTR
RKORATLORERABKICIE, SPATLANDESDREEZH LT, RORIZKRE
FIFEFNIERY FRA,
1. DRATLOEEDEAEEIZ Makoto"a > FA—F %
BT,
2. Makoto™a > bAO—5DHF—TINEEBAELEES,
ATFLEEOLERDO 7 v I2hFTLEELY,
3. BROA—FZZTBLALEE, DRATLEROTHIODZ
YIIZHhFTLIEELY,
4., DRATLEEOMERYIFYREEAYY LTI
= AW
5. YRATLERKIZRADTEZZEILTLEEELY,

Makoto Intravascular Imaging System™

LFROFIECME T, MOBHEE (Ry K. ALy Fr—1E) LOHROBRHE

ZEEHT, BBLOTULWSRICTRELTLESL, COEMIE. A2 —HI =270
[E923216: AUTFUR] IR IN-REBEEMENLGEGEB-ITHLEN

HYET,
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Makoto Intravascular Imaging System™

ik EiEAE

6 Makoto Intravascular Imaging System #2819 5%
6.1 ®BERZAVIZTS

1. AAEEOT—TNLITvIDLERT—TILERYIFTLTLEEWN, T35 %
FoTWLWAM., BYDI—FRERIZEELTENTLESL,

2. 3PYT Y MMZTST%#ELRAATLIESLY,

BRAR2 >
(Power
Button)

6-1 : Makoto Intravascular Imaging System™®D¥4 F/ARILOEEBRAR S >

3. FERRIVEHLTUORTLDERZANTLESL, ChTHRIKE
Makoto™a > FA—SDEREMNAY XS,

KEDERMNAY., VIO T7HEENITSHE. Makoto"B T A VR I)—UhA
/\o I/_g_':;“-_l- L—Ciﬁtéhi—d—o
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Makoto Intravascular Imaging System™

iR ER AR

A 2P Vi FDIGE -
T—RABEEREOEETICHAEME VIZRIFTLEELY,

IE

6-2: READTEETICHIEHE

AN EIFE(C Makoto™a > FO—SOAEEHRI= v FABE
BELET., DT —TILZEHKLE-RETKAKERZET 256

F. AT—TIHNBEBEOERNCHEZLEHERLTLZEL,

EE
b Makoto Intravascular Imaging System™ D &R # At 1=[&IZ
READY RO L a VTR EDRRINEN-HEIX. READY R
¥ a VIZ{uiEYT % % T Distal Slow/Fast R4 VR, ## L TK
fZ&L
IFU0163rL .ja (2022-10-04) 6-2
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Makoto Intravascular Imaging System™

LR E
6.2 BRZEAIICTS

A Makoto™a > kA—5® “STOP” 7R4% ‘/’é?ﬁi LT%

AT—TILOEENMELELGEWMEEIFX. KED TS5 %1125
% ':#ill\—c < Tféll‘o

I

AEDEREF 7IHI2F, a2V V—ILORRIZHHIERRZ LT
(&L,

A BRARIVEZHLTICHELTLUORATLOERMSLT T2 5
- BWMEE., BRARIVEVATLNA JICHLETSRIFEH

LEFRFRICLTLEELLY,

6.3 a—¥oasq4y

Makoto™ Imaging System (. FEDHEELERE. HOIWVWIEBEET —I~DT7 It
REI—HDERICEDLDETCERTHLSHRETETET,

A—HIER. R, FRISOVWTEHLLIE, (€52 3213.10 2—HEHE (User
Management) ] 2B LT ZELY,

6-3 : Makoto™ Imaging System A—H'0O4 4 VEE
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Makoto Intravascular Imaging System™

e GRS

6.3.1 EBEOJq1 >
DATLDEREANDE, —HRBENRRT—RKOMAEHOEEANT B LK
OonET, CNIEVATLADT I EREEHFE L. BYGERE AT LIZRE
ENTWEBT—EADT7 I LAREEZRET HEHTYT,

632 AJAVDAXZy TELIFEROTA Y
REEENBELRHZEL, A —UPRAFEREENTLESHEETH, VATA
FRIELTT—AAZMBEITHENTEFET, AMGI—HRONRRT—FZEFED
92 Makoto Imaging System NAJ A4 >§ 5 &, VATLTHERATE HHEEILNE
ERITTHDICDELGREBRDOLANLLEZFIZHIRBREINET,

6.3.3 RBF—R—FZ2HFHNIZTS
Makoto Imaging System DR PEREICK > T, BELOEEF—HR— FZE&ZIC
TEHELENTEET, F—R—FDT7A/aAVEZYFLTAUEFTTERNYERT
KEEW, PEF—R— NI ERINATOEMESICF—R—FE4 JI12F 5 &,
F— ANDRBEGIRF T ORBKESFRENLEZELNHY T,

6.4 a—H¥oasryk

Makoto™ Imaging System Tl&, Y AT LDERBRZYSTICA—NTHI T4 TR
vyl arvhoO I I TELHENDY EFT,

SRATFLMNSOT T T BIZIE, “Options” ZAAVERYFHBIWNII YD
LTHh S “Log Out Username” ZFIRL TL &L,

DT—TILEEHELTWEIWS X TLT, Hod LOHERTE LI-HIRFEMBEZEZ TE
TOT4THRERGELC E, FOT 4 THBREPERGINE=HDT—TILALZWNGE
[ZORTLIZEEMICAT 7O RLET,

IFUO163rL.ja (2022-10-04) 6-4
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Makoto Intravascular Imaging System™

e GRS

7 BE (Patient) BELUHE (Procedure) 1TE8HDAN
REE— FDty 7y T T —X Tl 1—HEEES L UREEROTSEANT
BoElTEY . F— A RBOT—ARRERSICT A ENTEET, BRANIL,
BT HRADONOTHAEETT .,

AT
ax &

(Settings)

BHEYR b
(Scheduled

Patient List

Source)

907
(Clear)
aAT4=a21—
(Continue)

7-1: (Acquisition) MBE—FOEY r7v 7 (Setup) 72x—X

BRECLICBHEDEBRZEERA. IDES, Ml £EFARD 4 DETAATEFT,
ARl EEFEINTWVET—ET4—ILREFTRTAALLGVWE, BTLEaA—B&
URETHEDICREZFAL S ENTEFEEA,

Patient Name EEDODLANE. ¥, &, SFILRA—LDSAMIZvILE
ANTBIENTEEFT,
Patient ID BEID: BEOERGEHR TV N—FE 774047
IN—,
Gender EBEDODMHR, 3 DDERFELAHY F9,
Date of Birth EEDODEFERA,
b= BEZ2NEEFEZXZANT B EZIL Other DERA T a U EFIRL
TLEELY,
IFUO163rL .ja (2022-10-04) 7-1
infrared
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Makoto Intravascular Imaging System™

ik S
BREZHANT 5=-OICELIT4DDIRBEEMTEFET -

Procedure ID BRBELXRIET A-OICFERAINDRH ST/ N—F =
(i:l_ I:o

Accession ID PACS [CERE S Nt=T—R2 2BET H=-HIZE|Y {F1+
bNBFUIN—, T—H X MERENFERINTLNS
BEIEADLETS,

Physician (E=EZ

Catheter Lot FREN-AT—TI)ILOY FEE,

& ROEINILAFIToNY, T—2DEESBZZH D,
BEFEROEEICANINA TSI L ZHERALTLESLY,

FE

= BELBREOHMNICERT S4BT 1« —JL R, Settings T
ETEET, #HHO>LTIE [ 232 13)

pe BREERRICAT—TILOOY FEBZANLTLESLY,

7.1 BF (Patient) BXUERE (Procedure) IFH~Y=—aF7ILA

7
BEBLIUBERBROI-ATILANGF Y RI Y-y - F—KR—FEFE>TETTE
F7.

Y b7V TTz—XD “Clear” 7421 NEM%FRIRT L L. ANSh-BEE &

UREFHROETHNHEESNFET

X AXF YT —RZRBETITRT LEBE, BEEBIURER
HIIRESNFEA, BEBRBRE. XX TLHNEGRIRIGHLL
HE, WDOTHANTEFEY,

IFUO163rL.ja (2022-10-04) 7-2
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Makoto Intravascular Imaging System™
ik S
7.2 BHE (Patient) BXUVERE (Procedure) {FHOE A4 —
AR

BEBLUEREBERIE. LETHBALEIZATILAADIES,, BROBANZ
B8, RKRICREFHADBRET—F VAL LIEFBREFHIRL (T2
JAB) MoBHAANTEFET,

x AMOAETIY R ZRETSHIZ. FREZFIVXA D3I L
B4 MLERLTLESL,

b= TANE—IZTXRMEANTEHETRET R IARAER
VAL ENTEFT RET R VA MERICRYICE, 7

FRMEHEHETBAINTAILE—HEED “Clear” 74 3 ‘Jm’é
BIRLTLCESL,

E O—AILEBEED)RAMEITI4ILFTEAET, VATLNE
BYF4ID— R MNEBEDOEDIZHRESINEE, 7—9 X
cAToarvhBnEd,

x DA MM REIRT D E, BELREDERT « —IL FIZHIET
274—ILEREEESINET,

721 BREEFEABRET—RURE
ARZEHTEEREFARET -2 VA M EFMIZRTINET,

FETHRET S TERL. BFER. EF D, 5. £FAEMNAANSATY
D EEHRALTIESL,

BREERIIVEIZIECTIZaT7ILAALTLEELY,
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Makoto Intravascular Imaging System™

e GRS

Setup » Prime » Scan ) Close X

Settings

e Ouc_@voni .

Date of Birth | Gender | Patient ID (Schedued
11/15/2015 O 03034 Patients List

12/30/1950 F 014 Source)

7-2 : &Y X b (Schedued Patients List Source) BB REINTWBEY 7y T (Setup) 7z—X

722 ) T47—2 1Rk (Modality Worklist)

fwkTiER > A 7L (Hospitall Information System : HIS) mMSEX Y T4 T—9 )R b
FO—RTE53EHDVATLERENSNTWLSEEIE. REBARET—FVR D
HSHLDEF T4 T—I A MDEENAHETT,

EZ)T 47— A MOERHEEZHRES HICE. (V23213 VRATLER
El] 2R LTSESL,

DRATFLALIE, XEMEESEEZ (XA) DEHOLETHOEERUVBRERER. REOCBMD
EA)TFA4RATEZA—FHIZEBEL, SATLEDEY 3 oDE=OIZFNEFIA
AlREIZLE T,

JR FHNDFLEDRFZFERT HE, EFEA. EF D, Hil. EFABSLVHIST
FIFAETREIZ A o -1 EEH (Accession ID 5 &E) DBREMNTTLET,

BEERIIVEICELTIZaTZILAALTLESL,

= BREINEEFVT4T—O R MDIEREEFHT HIZIE.
“Local” 74 1 ‘/ Local & “Worklist” 74>

@ ' .- AN

7.3 BFHE (Patient) BXUKRE (Procedure) 1HEDEE

“Clear” 74 2 VMERZRIRT D&, ANSNEBELLUVREFBROETHNHEES
NFEY, COBFICKYREREPORESNZAF Yy T2 FEIRSNLEEA,

IFUO163rL.ja (2022-10-04) 7-4
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Makoto Intravascular Imaging System™

iR ER AR

7.4 RO T—X~DBE

—

BESIURERBIAASA-5, “Continue” 74 3> EEMEZHL T, B
E—RDTSAZT057xz—RIZBHL TSN,

X J1—XZYBEZLH=OITEF, BEIT—XEZFALTE

S, BIRLE7—XIZBHTAIIENTEET,

e 3 HDTF—TFILEEHE L, Makoto™a > FO—5 LD “LIVE” R4

EWTE, T340 7 —RICBBLET,

X HTF—TILEEHE L. Makoto™a > tO—S5 LM “Pullback”

‘I'x’;'l/.’é?ﬁi'é’t AX ¥y VE—RRAEELIZETLET,

IFUO163rL.ja (2022-10-04)
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Makoto Intravascular Imaging System™

iVE E LR
8 Makoto™a Yy FA—SDEBHEEIVIT—TFILDTSAZT
DY arTIE, Makoto"a Y bA—S5 #FEHICKREL, A A=V ThT—TILETS
AT BETOFIBEIZODVWTEHRBALET, A1 A—CUJDERKITHAT—TIEZOa FO—F
[CEHLT, hT—TIERFEETMITHETRTLET,
81 HAF—TFILDTSA=VY

BRERAT—TIVEAT—TLERBE SN TV LEIKEHASICE
DNTTIAIVITBLVERLTIIEEL,

3
of

8-1:

Makoto Intravascular Imaging System™ (%, Makoto™a > rA—JIZffIF6NBZHT—TILDT
FAZITDESHIZ, FELGFIEEZE=FERICKTLET,

NoDFIEEF, hT—TILORYFZENZEZRBETHTET S EEZBEMELTEY., FL—=VF
P AT—TILERFRASEHATERT S EV o= A—FORERICEZHDLLILDTE
HYFEA,

MEL REOHAF o REAT—TILERGRAEZFERALT, AT—TILDTSM4327%
ToTLEEELY,
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Makoto Intravascular Imaging System™

ke BIE

8.2 Makoto™a Yy kO—Sn#E
Makoto™a ¥ FA—F (X, BET—JIVICERE SN BRI TEEOFIBIZHWNEE/N) THEE S
nNTWEITFhIEZY EFEA.
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Makoto Intravascular Imaging System™

I iREREAE
Makoto™a Y FA—ZEHE/NYTDY 7y FEAOSBAIEFET
I, MFEIIMHALZNES TEECESLY,

'L

Makoto™a > bA—S5 ZFBFICEL=OIZ. UTORTY TEZEITLTLEEL:
1. MBEIE. AT—TIUNRNYT—UhALREN)T7ERYBLTLESLY,

2. MBEFX. BENUTHA->TWBENN Y= FBRITTLESWL, BE/NY 7HFREIC
HHHWESITEFELTL S,

3. fii&F, NyTr—UhoRENYTERYEL, Z2HYICHE>TLEEVWT SR T4 v
DJHhN—zRBRALTLES,

4. BIEIE. a2 V—ILOBAT v I ML Makoto™"a > FO—FFBWMYHLLIEELY,

5. MBEFX, a2 brO—5DN\Y FILEREY ., FEFDELC T, Makoto™a > bO—5 %
IREFITIZREFLTLIZELY,

6. fiFIZ. BEN)T7DVT Y FOFWAN—DBLERAEZIZHBZELSIC. FFEF. FEKXUV
KHITRENZBRE /N TITEALTLLEZEL,

7. 33—ADFZ, FERANTREINTLWARENYT7ORABOFYBICANTLZS
LY,

8. AL, WA\ T7ZLTICHAWNTL S,

9. MMBI&E(X. Makoto™a > FO—S FMBABAWLTULSEE/NY) Z7RHRIZEHEA L. Mako &
O hrA—3ZFELTLIEELY,

10.fii& &, FESNT- Makoto™a Y rO—SDEED/N\NV FILZEL- MY EFEEFLTK
=&y,

11.4BEIE, a2 bO—5hoFFH L. REITHREINT= Makoto™ Controller Sterile
Barrier OO DK EEHA. Makoto™a > rA—SDH—TILEH/IN—TF BF=HIZ.
WE/N) 7HEB|FEIFTLTLESLY,

12.ffi& L. BET—TJILIZ Makoto™ay rA—SEEBULNTLEELY,

13. & E. BE/NYT7OBRAWHRS Y & Makoto™a > fO—SDY4Sy MMZEHET
BEE LTS,
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Makoto Intravascular Imaging System™

ik EiEAE

14. 7B E (X, FRPISHEENY 7SS TOSEIANERENMOHZ K S 12,
T—TIVEBRELTLEEL,

Makoto"a Y FA—S5 L hT—TILDEFEDEBMNTEE LT,

BWHRZ Y kH Makoto™Ma >y bO—5DY 4S5y MMZLoMY &
fj} BEEINTWAZEFZHRELTLLESWL, NUTDEMAOZE

WTWTIIHRYFETA, BYICEESNDE, BWARYY L&
A hO—S0EEEDBICIF/NESHBERINTEET,

:IJ:T_
=]
LT

8.3 HT—TIDEL

s
Apmmmmnen

AEIEECEENSHT—FLOIMY RN, —BUEEROATT, CEAOEIZE,
HF—F LRy r—SICABS ATV SR XEOERBHADERICH TS,

ATF—TILIE, fiEHA Makoto™a Y kO—FIZEEHE LTS,

Makoto™Ia Y FO—SEHKEZHE LGV LERAR—XZH -
T. Makoto™a Y FO—S5 %®RET—JILIZTEZE. Makoto™ 3
ohA—=ShT—TLVTy FEBIZREIZESLDHENEKS
[CLTLEEEL,

IE

& HERSZ. 17— )LET-1E Makoto™ I > kO—S DR T 7 A
NEGEEERLANT S,
FE
IFUO163rL ja (2022-10-04) 8-4
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Makoto Intravascular Imaging System™

e GRS

1. BENYTOBEWHRT Y A Makoto™ay FO—SEHEY Y Y FZBEESA TS
CEERERELTLESL,

2. BWENYTHLFWAN—ZHLTLIESLY,

3. Makoto™a > hA—5®OLCD T4 AT LAIZ"LOAD" * v E— U MNKRR S Makoto™
arvhkO—5H “READY” ERYFERARETHLIEFHERL TSI,

4. AT—TILNY RFILOBEBODWN-EZLEIZAET,

5. AT—TFTILNAY KILE, Makoto™Ma Yy bA—ShTF—TFILEHEY Sy MZEBALTLE
AN

6. "READY"Awt—L45#BEHEMNS, OV FA—FDICD T4 RATLAIZ. AF—TFILA

ERICERINTVWEIENRRTEINSDET, AT—TINYRILEEEERYICELT
(2EL,

i Makoto™2a Y bA—35 & AT —TILDEHENPTTELLIHEL.
Makoto™a > FO—5® LCD 74 XA FL A IZ “See Display” &
FREN., BIFETRI Makoto™M U R T LDE=ZZIZRTREINET,

84 HAT—TILDTAREH

&L, RBEOHA T REDT—TIFERGAEEXFRAL T, hT7—TILDTSA4 5%,
IVUS h T —TILDENMEREZR 1T > T &Ly,

AF—F Sy —SICEESN TS HFIXEOERHBICHS & S, Makoto™a > hO—

SEM “LIVE” R4 ‘/E%E# LT. BMEZHRT B ENTEET, IVUS EENRTRTSN.,
FOERICEE NG WNEEIE. EZ2EELED “STOP” 7«(:*/(:9“/?3'675\

Makoto™a > b A—3 EMD“STOP"R#A ‘/’E?‘Eﬁ LTS,

E EEICRENHDIERIF. TSAIVFRADY Y Vo EFERAL
T. 75932 LTLEEL,
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Makoto Intravascular Imaging System™

iR ER AR

E@E L (Z# % Progress Strip control @ “Scan’7R 4 ‘/’é_'—ﬁ L T Scan Phase [CBEIL F
ED

3x T2AIVTOBEEIE. T34 0TFLERAFY T2 —XE
EETHRETEET,
x AT—TIHNEEL. EENEHFLTHDHE., RFr2rT7z—X

[ZHED -, Makoto™a > FO—5 LM “MARK” R4 >E
ZHLTLESY; JL—LAFEFEEESLEEA,

Makoto™ Controller =@ Press Pullback RE LT,
AT L% Scan Phase ([C##E)T % & HE) pullback 235546 L £ 9
IFUO163rL ja (2022-10-04) 8-6
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Makoto Intravascular Imaging System™

e GRS

9 RXNY UM A—DDOWME

AKAT—TILADHA RITANVDEA, HA T4V THhT—TIL
BELUERADIEAIZBLTIK, AT—TILNNYHr—CEBS
NTVWSHRHNXEDFERAFBAEZSEL TS,

'L

TS3AS VT Z2TVAT—TILHERBICEET S5 L 2HRBR. hT—TILORAXEDNEA
BBIZHEWN, AT—TILEAA FOAVIZBOETEHEL TSI,

RKORTLIZEBT—HRBEICIE. FATIVUS EF— TNV ID2 DDHEELHY
F9,

S 4 7 IVUS [£. Chemogram % L T IVUS BIfEDH EFER L. #— L TILNv H 1L,
Chemogram & IVUS BEI& #ERL £ T,

9.1 S4 7 (Live) IVUS OEE
SATIVUS TlEA A= a7iA— TINS5 LTOH (FAXSTILER) BEEH
BAtR S, 5EE IVUS BEAE=2AEELEIZRTESh., 54 T WVUS AAEMIESh T AREIE
BHINET,

04/16/2021 [ Name ] DOB

(AT
READY

TJvo3I—4
(Mark)
SERDUIE

(Record Toggle)
TILINy Y
(Pullback)

=1k
(Stop)
BEDOBEEE

9-1: UE—hraY FO—L#EEEF VICLERET, EEERSATVWENS A T IVUS RF v OIS (Acquisition)
E—F

IFUO163rL.ja (2022-10-04) 9-1
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Makoto Intravascular Imaging System™

LR E
NIRTEDRBENEE
b= 54 7 IVUS TlE, 2—UDEFEZEIRLGWVLRY ., KX T LA
IZRESNFEEA,
G 54 T IVUS L IVUS BEEDHER LET ; NIRS T—R [FRTR &
9. Chemogram LERSNEEH A,
¥ SATIVUSIES A JDsEeh IVUS BB Z4E/RLET., D IVUS

EEgEHFEINI=54 7 IVUS & v UHIZE# IVUS RRT
FIZERTSINET,

9.1.1 547 (Live) IVUS B4

Makoto™ 3> kO—3 £ Live IVUS 4 o, 18 LT, UZILAALIVUS A4 A—
UG EAREIZLET, LCDRI Y=V EDA A= E—FODRT—42 XIE.

‘LIVE'Z B R EHF Sh, BF THEFRBRVHFIAET,

GLVE  0.0ws | ©LIVE  0.0ms

_ READY

B 9-2 : Makoto™ Controller T, READY I (&) XU 0.0mm I () THERESHhTULVAL Live IVUS Biig

= JE—bar rO—IL#EEZA VIZT HE, EZF2—D “Live

IVUS” 74> ZRAYFLTSATIVUS A A= 5%
Bts CTEFET., ZDHEEZAVIZTHICIE. (Y3
1387 E—Fra> bO—/LEHXIZT S (Enable Remote
Control) ] 2B LT &Ly,

IFUO163rL.ja (2022-10-04) 9-2

infrared

A W NIPO COMPANY



Makoto Intravascular Imaging System™

VL
9.1.2 5S4 7 (Live) IVUS DHIBIBE

JoFxovIRO—
(Proximal Slow)

TARFIAO—
(Distal Slow)

FTARRILIT7—R k JOFXFIIILT7F—RA b+
(Distal Fast) (Proximal Fast)

T4 RAEIJAO—

JoFxov)ro—
(Distal Slow)

(Proximal Slow)

JOFovILTF—R b+
(Proximal Fast)

TAARRILT7—R K
(Distal Fast)
B 93: 4 A= 5a78REEARS Y, RESHRE (L. TEH) 0414 THY

IFUO163rL.ja (2022-10-04) 9-3
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Makoto Intravascular Imaging System™

iR ER AR

5S4 TIVUS A¥x ¥ UE{T-oTULVAR. Makoto™ a2 hA—5DXKim & TR DEE)FEH % FI A
L. BIIRNDOEFREZRONEZRELET,

A2A—FE—>ararv hrA—)LEEHL, 20mm/s DFEETHFLEOARIZBHLET, LT
BT L, 0.1mm DEEHEBMEFRLEDARICEBHELES,

JA4v9F—Yarvarta—)LZzRHEL. 100mm/s DERETHEDAMICEHLET .
LTI E, OS5 MM OEEEMZEZHREDHRICEELET,

READY fIE CE{GIRESHIE., TOFXFOTILARBTIE, 1 A=
> a7 h 0omm~150mm EFETHREL THRIEA A -0 0% 6
CHVWET, PRATLMNEBGRBIRBES G >TLWELEIZEY.
READY fiBIZCRA ZEMTEET,

HEARA NARETERTELRZTOXOTILBELUVT 4 R2JLEH
(. Omm~150mm [CBRESNFT, COHMHELFEB RS EMNER
EBIEBMICFELELEITN, A A= JFMEGEShET,

omm DEIE TA A —S U TN fThbnTULVEWESIZ “Distal

position control”7/h % > EJ s m,é‘—#ﬁﬁ‘ B

A=V aAFMREADY ROV aVIZRY Y rA—5® LCD
A y—|z “READY” ¢RTmEnET,
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Makoto Intravascular Imaging System™

I iREREAE
9.1.3 547 (Live) IVUSDE—D7L—LDEE (TFvor<w—9)

A4 TIVUSHIZ, B—DIL—LZRHFITDHENTEET, 54 7 IVUS 2, Makoto™

arkrA—5EMO “MARK” KA /.’é_'—?ﬂ?‘s“b\ aAVY—IILOEZLFE@ LD “Mark”

-
7420 A% YFTBIET, TDOIL—LETYHR—DTBIENTEET,
CDIL—LIF1D2OITIL—LODAF v ELTEEINET,

ST L—LIFRE., LEa—, 58l FEEEIRTEIENATEES,

9.1.4 S4 7 (Live) IVUS R*+ > DERE
—EDSATIVUS TJL—LE, DEDDRFXY U ITFPAIVIZEETAIENTEET,

9-4: 547 (Live) IVUS XBEIFDERE (Acquisition) E—F

54 7JIVUS B[Z, Makoto™a > hA—S5 LM “LIVE” KA */géﬁa“b\ =& IVUS

B TED “Record” 74 2R3 v F 3 5L, REIZRIIRT A ENTEET, BU

Makoto™a > bO—5 E® “LIVE” 71R4E yE%W'ﬁ)\ EF-AEBEMEED “Record” 74

:‘/.E’Sl VFTEHE, TEDRERBFLEENETS, 1 A—DUJFBESNET,
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Makoto Intravascular Imaging System™

e GRS

GLVE  0.0mss | ©LIVE 0.0

READY | . 55.0.

@LIVE  0.0ms

20.0.

9-5: READY [T > TWWAHEE L TLVEWS A 7 IVUS OBRREE (£) AEOEEA. RITGERSERFILELTINVSS A T IVUS
DR (hR) . FIHLREDICHAMEZEOIELTHRT S (B) BERITOEX PO Dualpro™ IVUSHNIRS £ A =S U5 AT
—TILEEH LI Makoto™ a2 FA—F LCD RV )=, SREINTWSET4J IVUS IFHRET A aoRBRRSATHE
T, BREINATWDESASTIVUSHIZERNRETEADE. CORBTREDYT—7LERENEIZETIA TS EZAIC
BYDSREhENA—RRFTEh (dRéh) . —BREDODIY—I LK YRIORETHEZITONA—RERRENET (B) .

Iﬂ |

Z4 7 IVUS Qs (L, B E. EEOUES L VEBAE— R4 o5 —4n0
B INFET,

x

Makoto™a > FO—5 E®D “STOP” K#A ‘/é”#ﬁ'd’b\

E-A2E@EED “Stop” 74:)%9“}9‘?’6&~ SRIE Y
BTL. hT—TILOA A—=207a7IEELELET,

“Pullback” K% : /.é‘#ﬁ'd’&ﬁ?‘@?*( 7 IVUS SREA R T
L. EESNTWVWEBEETAH—F TNV XX UEFBLE
T, A—F TNV Y XEEFMIZERE SN TVET,

i REX LT AT vHI—8 £t BEENI=54T
IVUS ¥+ >2D7L—LETHEEIVUS BHRZETAIT S EMNT
EES.

9.1.5 54 7 IVUS D Marking (R—F > %) Fi=( [Zeroing (€ 0O1k) |
REISNI=54 T IVUS RIGHIZaY hE—5 ET'Mark'RE2 V&R HAEED " Mark" 74 a2 >
EAVFETDHE, TvII—UhfF TN, HETLEL—TEET,

REFBEDZ4 T IVUSEIGHFICOY FO—F LT Mark'RE V& BT HEED"Mark' 74 AV %
FUFIHE B—DJL—LEEELTIVIR—IMMToN, HETLEL—TEFY,
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EENDSA T IVUSBREFIZTvoIT—o%EMTSE. BEEORTNYEY S TO0.0mm I
RYUET,

9.1.6 54 7 (Live) IVUS DL

A4 TIVUSIE2 DDAETELETEHIENTEET -
a. Makoto™a Y FO—SDHEDFZEIE. =Eh IVUS OEEEH. e8EfdbhDS4 T

IVUS DIEIEE B 4 S5(21E, Makoto™a > FA—S5 LD “STOP” RA >§

HIH. E=SEELOD “Stop” 74:‘/%_‘—9v=ﬁb’c<7‘:“él,\
b. 54 TIVUSEZFET L. A— TNV I ZELICHIRT 51=5HICIE.

“Pullback” R4 : /.’HEF LTLEELY,

o 5S4 7 IVUS =1k . Makoto™ Controller /S JLIZIZETREIZ
"Mark'R2 U EH L TH LB LI-EEARTINET, XIC
"Live IVUS". "Pullback". "Return to READY"., F£1-IIEERAA >

ZRTETCDELARTEINEFTRICGYET,

9.2 FA—FFILNy I DEE (Automated Pullback Acquisition)
T—LTUNYIOBMBTIE, A A—D a7 ZEEGIETILNY I ETVET, ZOIREIC
& Y. Dualpro™ IVUS+NIRS h T7—TILZFERAL-ZEIX IVUS ENIRSDEADT—43 .
Infraredx Clarispro™ HD-IVUS AT—TIILZER L& IVUS T—2DHDIRE LiEfxkE1—
UNRELIEIERLEETHIBET S EHTEET .
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ke E
HA K74
v=Yv7 RRENT
(Guidewire WEJL—
Map) L
RRINTWS (Displayed
S L— L Frame)
TNy B
(Displayed
Frame and
Position) o
Ty REAR
A=k HESALY
v ) RERTE Sy
(Pullback (Good
Rate) Spectra
Indicator)

9-6 : IVUS+NIRS #A— Ty Y MBREZAHATLVSIE (Acquisition) E—F

921 RXRDF—FrFI/NvH (Pullback) EEDKTE
A A=V ERBT BRI A—HEBTEF IV IDOBHL—FEFHELTELNTLCE
=LY, 7 Makoto Controller Panel” 742>y #%#4vyFLT,. FEOTILN\YIBEEESE:

BELTLIEELY, .:520) TNy IR L TEEDEEEZZERLET : 0.5mm/#,
1.0omm/#, E£f=1E 2.0mm/#,

N Pullback Speed
Position: READY

©® © @

Stop Live  Pullback

9-7: YE—bay bO—)#EEEA 2IZ LT Makoto a ¥ FA—F/ )L
9.2.2 A—FZFI/v Y (Pullback) DB
Makoto™ Controller £® “Pullback” R% > :o) #RLTEHIINNYIOMBERIBLTLE

S, TNy OmFITESE IVUS, REIIVUS, A4 ROAVYREEHT Y T, Y FARI +S
A= N)TILEA LTEHFENET,
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LR E
JE—FaY FA—)LEEZEMNZTSHE, E=F2—D “Live

IVUS” 742> EAYFLTIATIVUS A A=V 5%
IR TEET. COBBEEZAMTBHICIE. [V 321387
JE—Fa2Y FA—ILZEEMIZT S (Enable Remote Control) ]
SBL TS,

9.2.2.1 Preview D6 BB TN/Vy 0 FRET S

“Pullback”R4%4 > % .{EO'C

READY DEIEN B TNy VREBZHIET HE. PATLIIRDOOMM OLEIZFES L
LivelVUS RBZBIELET ., 25T B ET. FILNNYHEBMEDMENEGRERMNEIEEIZL

UFEd., BEEERZ Pullback’R3 > .E?‘?T:‘:ﬁl)\j)l//\ O DRENBREY ET,

9222 Y RIRNI ,RSAL2Sr—5

F—F TNV ZFFRTEHE. RVRTALFREARY CSERBLEALREEZE
—BAYTLET, RYATLIX Chemogram e T 1= R/INEDREHARY
FSZHEE L. Chemogram ERRIZIHAEN DT RHARY S EM®/THE. YV KX
RO ESAVCH—AORTIEFNITHZAET,

o DR T Lh Chemogram ZEADIZ+HREREDT—2 #HEFT
L. TYRRARG FSAVOHT—ANE_FEELIGEZ
F9,

¥ =IEH 12D FILNy U X v T —42 A, Chemogram % ¥ERK
T E5-=-HIZHETT,

- BREDARY MLOMERBZRICEY ., EZTY RRARY FSA D —
AMND(XNZE-TWTH, 559 F T Chemogram DERKIZF S TEAL
ARY FILDEIED 12% % EZ H3;mE. Chemogram [FERKEINFEEH A,
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923 X: Yy EFARH IS5 (Good Spectra) 4 v r—42 (X, NIRS ®iEH T—
TIZEBFA— TNy IBRELhbhBEOARTEINET, A—FTN
/Xv% (Pullback) M1k

A i %; Chemogram DER#/{HAIC. A4 FAT—TILAT
DA A= FR/MRICHIZ TS,

'S

A—FTNYIE2DDAETELETEZENTEET,

1. Makoto™a > rO—5E® “STOP” R4& ‘/E?EF LTLEELY,

2. Makoto™a Y —JLEZAE@E LD “Stop” 74 3 ‘/(:’Sl yF LTS,

FROELSADERET Makoto™ Y FO—SOEMEEELE#, F—4MBELHZ LN
TEET,

ii BR2aNFZEE. Makoto™may cO—5E® “STOP” 7R% >

== %?EF LTLEEL,

X EETIL/NY B (150.0mm &) [ZE)EF 5 &, Makoto™
Oy hAO—SFEFHMICTILNNY S EELELET,

3 TILNv o EEILETBE, Makoto™a Y fO—S5/8RJLIZT—4
RAVERRICHBLTH BB LIEHENRRTEINETST, Ch
[X. LivelVUS, FIL/Av %, READY IZRA. £-1XLE#RE >
PNEEINBETHARILICEYET,
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HA KA VviEH< Yy TORTIE

Setup » Prime ) Scan ) Close E OMis

A¥yYUT—4
K4 KhF— : D;ER (Scan
FILTRY = B AT R RE TP R IR ATRR CRRRCCRRE:  TARARTRRY Selection)
(Guide : ; N '
Catheter
Mask)

pae | o

100 mm 2.0 mr

S

B 9-8: HA FAT—FIHABRHEIhT IVUS+NIRS A— F TNy H #DEE (Acquisition) E—F

BT DNT—TILTDA— TNy DEEHET#. Chemogram. Block Chemogram & fi§
BaAT7REAVTYIRIFEHFRINETS, [£52321028: A4 RIOAVIREIT Y TD
RAUB] 2S8RBL TS,

HARAT—TIDBERRATLICE >THRESINEZGEE. JL—OHA4 FAT—TILIRIMN
Chemogram, ## IVUS, Block Chemogram LIZRRENFET, [V 321027 HAF
AT—TILIRIDERRYE] 28R LTLIZELYN,

E HARAT—TIRRIDBREREINDGZGE., A FAT—TILT
A2 RA® Chemogram ND—ERI% LCBI DETEMN LB ShET,

9.24 F—bFFILINYH D Marking (R—F>4) Fi=l Zeroing (£ A1) |
A—F TNV IBBHRIC, OV FA—FFEEERDY—IRE U ZRITH, BEAODIY—I 7T
AAVERAYFTBHIET, YN—VEMEL TR THRTEET,
TNy VRBHRIIT—I ZEMT 5 L. BEEMORTA 0.0mm OFERHIZ 2y S FE
_d_o
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iR E
9.3 MEBLBORXY A A—CONEF

BRET. BHORX Y U EERTEET, hT7—TILE2EBLEORXT YA A—2D
WEDRIZ, AN MEEBBEKD ISy 2D T—TILOFREITHOTLESLY,

IFUO163rL.ja (2022-10-04) 9-12

infraredy:

A W NIPO COMPANY



Makoto Intravascular Imaging System™

iR ER AR

BT —% ZEEB9 B5(Z1E Makoto™ Controller T"Live IVUS"/R & ‘inT:(i"Pullback"?ﬁ@

>€r?$ LEF. 1 DHDRF Y UARESh, HILLWT I T 1 IHRF v UARTRENE

d—o

JE—bray bO—)LHEEE A VICTHE. EZ4—0OBEETA

ay +° @ EAYFLTHEBINNYILA A= 5%
A TEET, COMEEEZA VIZTBICIE. [P 321387
JE—Frar bA—)LEEMIZT S (Enable Remote Control) ]
SHBLTIEEL,

FLOWRF v OB LIZZESE. Chemogram EEICH LWLV RF v o T—2 2 THNKRRIHN

F9,
e SOULEDARF Yo T—R2EZWMELIBEIE. EEOXHNZFER
LT, FEITHRAX VY UT—23TERRIE, 2vyFLTLE
AR
e 1RINKRET, B 20 RAF vy U T—2FETWMEITHIENTE
F9, ERIGELZIGSIE. REDGVRF v U ZHIBRT 5H.
HEDBREBEZHALTHLOVREZRAB LTS,
i AExvoT—30EMIE. MIFEET LI ENTEET,
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e GRS

10RF Y UT—EDOLEa—, SHAIBLVEROAN

10.1 RF v oT—HNRER
EHDRAEY VT —4ARMEINER. RFVYUT—49 0V RYEERALTRE
SN RE Y U T—2DBIRERMNARETT,
A¥ ¥ oT—
2 imE (Edit

Scan)

A¥yoT—
B4R
(Scan
Selection
Contorl)

B 10-1:"RCA" R¥¥ U TF—AMNBRINIBEDIE (Acquisition) E—FDRF+¥ > (Scan) 7z—X

EZABEELEICEEDRF YT —RERTTBICIE. FLETEHIRAFY T —E2DEWN
23 yFLTLESLY,

AXYUT—894 2 RIATIE, RRK3DETDRX YU T—2 2 THRREN
Fd. RAVYUT—ARAVAVFRIVDERICHET HAEMNEZVFTHE. TOMOD
AXvoT—R3THRKRRENFET,
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LR E
102 R¥XvoT—RDHEE

A¥xv o T—2EE

AEvoT—434% R Ny
(Scan Name) et | ’.‘ (Scan Edit Window)
HF—FL & d r;s;f:e/zo1s14zszzso " % b O—Z A
0y &S (Close Edit)
(Catheter Lot 90‘- | | Catheter Lot Number 20 Y
Number) Annotate 64623

Notes
A¥vyoT—4
EMR (Scan

Notes) HA R4 ¥—
BRE< Y TOEE
Block (Guidewire Map
Chemogram Toggle)
— Show longitudinal Block Level Chemogram
KEDYE Vi S
%E iﬁ] = mshow transverse Chemogram Block A —‘3(— YT /)_l ﬁ J %\—\
2 ] e (Delete Scan)
Chemogram U mx LCBI window size ———il)—s
Blcok &RRD
o

Guide Guidewire

A¥voT—4
mxLCBI
(Scan mxLCBI)

Catheter

A4 KAT—TIL
TR DUE
(Guide Catheter
Mask Toggle)

10-2: ¥+ Y (Scan) 7x—AXLTHEIRETh, “Pre” [RESAERAFXFYUT—EREI1+VED

AFx v oT—REREBEIZTBE=HIZ. AFxF v o T—R2BREHR/ETHEN
TEET,

BIRLERE YV TF—4 4 T2ERmShE “Edit” 743 >ﬂ(:s« o F
FBERE Y UTF—AEEY 4V EORERSNET, Bl5 2 LR+

DT EREVAVEODNMUER Y TFITHEREV 1V FIIEEAL b,
ETOEENMRESNET .

1021 RIFvYoT—44%

AFX v UT—REIF. AX VY UT—RI2DOVWTOERERBESIEDAIZH
REAIARTEENTEET, AF¥F VYo T—22DHEF. HBEVsVF
D0 “Name” HICHERERATIEICEVITAET,
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CDRARFXYUT—HRLlIE, LEA—F—KDRAXYT—4T4LY F
1J. DICOM 7274 ILE XUV LR—FIRBENFET,

b= LE2—F—FDtELY F72—XD T4 I)LB— (Filter) ZFAL)
T AF Y UT—3E8EBERTHIENTAEETT, BHSIERICD
WTIE, (9232121 BET—3ELVRFYUT—42D
EIR] #8B LTS,

1022 AF—FLavy +ES
ZFrUTF—4E, BEOY FEEOHVEATF—FILICE > THBESRET, HTF—
FAOY FEEE. NTF—FARYr—SICRRENTEY ., ThEREY 1> FYR
DHF—TNOy FEERMIZEATEEICE>T. ThEADRAF v UITH L TEET
=T,

E HBEMIZCCDIT4—ILRICAATBIZIEK, 2y b7y TT7z—
APZhT—TIL
Ay FBEBZEEALTEWNTLIEELY,

E HOHL, VAT AIIT—T by NEEEFRY ., 7
4 —V FIZHEIRIIC AT LET,

b AT—TILDOY FEEERETHICIE. LE2A—FE—FDELY
F2z—XTT4)LA— (Filter) #FERALET, (Y>3
12.1 : & (Procedures) 7—4 &ERF v U T—2MER] %
SHBLTLEEELY,

10.2.3 R¥ v oT—30FR
MEESNERAX Y UT—RIERZEMLUEWVMES. HEY 1> KO0 “Notes” ##IZ
BEETAIENTEET,

FEo AX v UoT—2DERBICERIN-AF v o T—2DEHRIE.
LE2A—F— KDL FI722—XLED T4 INETRETEHEN
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TEET, BERBERICOVTIE., [BY a3 121 BEBET—42¢E
AFx v oT—20DER] #SBL TS,

10.2.4 RA¥ ¥ > L1=&# Block LR)L Chemogram DFER
K& IVUS RRINT Block LXJLD Chemogram ZRRT AN ESHhENYEZFET,
COERFBEDRAFv VHEZFICRBENET,

I HLWRF v >IZxd B Block LA )L Chemogram DT 7 # )L
FRERIE, SRATLD"Settings" THRETEET, FHICDOLT
T [£223213.6 R¥F+¥ KR (Scan Display) ] #5R
LTLEELY,

- DEREFTOREFE > CTHBIZTHEBTEET, Block LRJL
Chemogram TEIVVYI LTEEEZEBELTLSEZSELY,

10.2.5 A&+ > L1=5# Chemogram Block ®&R7R
528 IVUS KRR TODH Chemogram Block ZRRT AIMNESMIVBEZFT, Z0OER
FBEDRF v VRETFIZRRENET,

i FLOREvY UITXT B Chemogram Block DT 7+ I bFRE
[F. YR TLOD"Settings" THRETETEFI ., sFfllcO2LTIE [E
223213.6 AF¥wURAR (Scan Display) 1 &8 L TK
ZE0Y,

e CHDRFEIFIVRAEFE > THBEIZAETE XS, Chemogram
Block TEZ )y LTEHREFZZEELTLEEELY,

10.2.6 ¥ ¥ > F—4% D mxLCBI
LCBI 94 Y FODBERRYARXE, AXxvoT—2ZEIZT I MENLARTEE
To ROAF—ZFHAL T, mxLCBIDHEIZFERT S5V 1 > K% 1mm H 5 10mm
[ZEAELZET,
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e 3 FTRTODHFLWLWRF Y UoT—2DT 74 MEIK, VRTLD
RETCHRETEET, Y2 3213.6.5 K LCBI
(MXLCBI) D94 F9YAL XESRBLTLESLY,

10.2.7 HA4 FhATF—TII R DRTRUE

A @7 Chemogram D#ER /B D &IZ. A4 FAT—TILAT
DA A= T #R/MRICHZ T IZE0Y,

2L

Chemogram. 714 K74 Vi~ v 7 K&l IVUS. & & U Block LA )L Chemogram
[CHA FAT—TFTILRRINRREINIZBE. AF YO T—3HmEV14 2V FIRIZH
2HA RAT—TIRRYVDERRUBTRRERBT IENTEET,

4 KhT—TIL
< A% (Guide
Catheter Mask)

10-3: HA FATF—FIARRVBDEDHRE I« VKDY () HA FATF—TLAIRVEHHOEBEI 1V F
o (B

10.2.8 HA FOA Vi< Y TORTUE
A4 FJD4¥<yT& Chemogram #HNYEZ-LMEE. R¥v o T—2kE
D4V EORDHA FIAVREITY TORTUBZFAL TLEELY,
HARDAVIRET Yy THERSIND & RTRUEBNFIZHRYET,
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iR ER AR
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4
Map)
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YiRE< Y 7
o mx LCBNgndow size ——@—— 4 mm
PAE
. . N
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Map
Toggle)

B 10-4: A FOAVRHT Y TUBEEHRORED « >~ K (&) ; Chemogram ARBBEh HA KO vig
Hey IhRTEhET (B)

ix TA RUA YRt~ v 7 OFRFYIFILNIRS 7 —Z 37205
B, BrzEELEEA,

10.2.9 R ¥ ¥ o T—42 DHIK

ERDAF Y T—2F. RFXYUREIA 2V FUVRNTHIRT 52 ENTEFE
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1
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b
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(Delete — ” . ,
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Z{iﬁ; A—HIZK>T—EHIBREINE E, R¥X v T—RIFETTTE
EFtH A,

N =
‘I B=
1L

103 R¥XvoT—20DOW:R
BIRINERFYUT—42E. UTOFPA V5 ERLCHRTAENTEET,

AXEYoTF—4D
ZER (Scan
Selection)

JIL—A2 L Ea—
(Lumen Review)

y sl S 2 VA RY)
(Playback)

JL—LNN—EDA
v or—A (Coarse

274207 Lb—L4A Frame Control)

EiRar bOo—)L
(Fine Frame
Control)

K 10-6 : ¥ ¥ U F—42FRIZE BB (Acquisition) E—FDAF ¥ > (Scan) 72z—XB LV
ZL—ALaY bFA—LUBNLSA PRRENFET

1031 —FFLA/13v Y

>
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TLANYIIE, 4T IVUSEFETIZ1LBMEICHI6 JL—L, A—F TNy
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10-7 : A=+ T AR YH hDOWmME (Acquisition) E— FDRF ¥ > (Scan) 7 x—X, —BEIE (Pause) o> +A—)L
MNASA FRFREIATUET,

—RELEEIRRENTVESEIL—LLETOBEAZEFELELEY, BEZERT S
& RRICRRESNEZITLU—LOBERBAELET,

b= BEISNE-RXEXYoT—2IF L—THBEINET,
b= BEIDEEARIREN-EEIE. A— T LAY T IETFDEIR

SN-EEATIL—TBELET,

10.3.2 L—*A YL Ea—

IW—ADLEa—E, BADT7L—LZHE LFMT 2ADMHBMEETT ., EEIZE
WIL—LEIL—TEETBEIET,. VUSOBIIIRND TS —o LMFENDERE
5lEM-EFET,
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LR E
10.3.3 R=aF7ILTILiNnyH
BIRENERX Y OT—2E, YXZaT7ILBETHIELARETT., WTFThdhod

“Fine Frame Selection Control” 74 3 ‘/ml:’;‘l vF LERRETRET
5. BRLEAMANBETLIENTEFET, COFETIE, BRESNRXFr >
T—A2H5WNIEDEEICENT, RBOIJL—LICELZBATBERLFEYE
T EREINZRAFYOT—HEFIL—TBESINEFEA,

E WHEET BIZ[E. “Fine Frame Selection Control” 74 3>

D%E?ﬂﬁ LLTLEESY,

10.3.4 7T L—L2EBIR

10.3.4.1 T L—LDERGZE L
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(FOEHRLES,
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TEET,
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i I
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I EZAEELETES DETITVII—IDBKRREINFET,
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T5E. TOITL—LALIZIFEFNIZTYII—UMFEFET,

x ty b7y TFERIETSALITT—ATIY—OREZEZFERAL
T. IBE—FORD Tz —XIZHEHAFET,

e F—r TNy BERIZ, v—H9REVEFERALT, BEEE
BEDRTRE Omm FEBEICY £y FLET,

AX v oT—3ANT v I I—IDEEIL. Chemogram & & U KEH IVUS LIZ/NE %
BRED=ZAXTRERINET, TvII—IhEBRINEE, A1 0 O5—2FRERT
SNTWEITIL—LHLEREINF-TYII—VDUEICHBELET,
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Makoto Intravascular Imaging System™

iR AE
TyhT—H RS BERTINTWLDS
UL —— 7 L—L (Current
(Mark Position Frame)

Indicators)

BIREN=-T vy

. <—7% (Selected
Tvo—9 L

. Mark)
~"— FDENRI
(Print Mark TvoI—9 DiRE
Report)

(Edit Mark)

H LA )L (Mark )
<. TvII—YDHEE
Thumbnails)

(Mark Position)

10-8 : Ty =% (Mark) {iil%. Chemogram § & U'K#i IVUS (Longitudinal IVUS) EIZiRED
EARTRREh, TvIT—VDABBY LRI ILBRRELET,

1041 Tv93I—9 (Mark) DEIR
YLRAIIE, TvII—9INBBIZERSh, LE2—BICTTvIT—Y LIEE
ZRIRTBBOSBERYET, Tz, FETEIVLRANIZEIYFTDHE, EZ4H
EICEH#H IVUSEEZELTEFDIL—LNRTINAET,

10.4.2 Ty I—9 DHEE
TvII—91F. HEV4 2V EITHIBRT A EOTRAMITEIIENTEET, /E

YU RYEBIC IS, BIRUEFLARALELD “Edit 74 Bllizs v F LT
(R,

mﬁéb\lij‘y??—OO)ﬁ%@zr Y EODMNMUICEYFIEHE T4 2 FOEREALC
bh, ERIRFSINFET,
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Makoto Intravascular Imaging System™

iR AE
10.4.2.1 Tvo3v—0DER
TvoI—0 DiRE R
N Ny
(Mark Edit (Scan Note)
Window)

Ty T—9 04K
(Delete Mark)

10-9: Ty I—ODwET 14 Y FOIZEBAShI=ZER

TvII—0DABIZDOVTOIERIE. HEV« 2 FOOTHRBIEHES HFENTE
F9,

10.4.2.2 Twov—oDEE

Ty
Tv9I—01%, HRED 1> FIRAD “Delete” 7«(:>§9‘y9‘- L. BIfgd %
CEMTEFEY,

b= Blfganhf=Tdwvov—2 I EXTTEEH A
x EED IVUS BE EICEHRIE R H 5 W EERAF TS =T v o

X—9 ZHIRT BRRICIE, HRBEERSNFT,

10.4.3 Ty <—- OHK
TvoT—oLiR— k&, BIRENE-TDL—LADORERRZ L R—JIZEHL
7,
BESN=T) B —AATYvHII—Y LIR— b EZEETBIZIE, BIRLF=-YLRAIL
LD “Print” 743 AEI=5 v F LTEE L,
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Makoto Intravascular Imaging System™

LR E
10.5 &+l

ROXATLIZEWTEHAZITIICE, Xy 71— XDEHEGRS S UVRBEBZREE
RALTCEEEL,

£V b Ay GV L)
(Region Selection
Control)

EIREIN -
(Selected
Region)

BEIREI M-8
(Select
Region) EHRITEEERE T A
= %
(Length/Region
Measurement

Contorl)

10-10 : "RCA" RF¥ U T—HATHEE (Region) NBRIhIFEx1— (View) 7 z—XEEH

10.5.1 B fEE R, NEEEEEES LU LCBIEHA

iR, AEEEEES LU LCBI FHBIIE. K#h IVUS Eifg & Chemogram £ T
BDEEDEREE L TE B ET,

10.5.1.1 B BB DERE
B LEIE L, ARL— 2 HANEEMIZE > THREINBZEENMEEHTT., Chod
SEIEICIE, REE, EEE. RTY MG ENEENFET,
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Makoto Intravascular Imaging System™

iR ER AR

HAEEBRET
ay

FIE

(Instructions) (Length/Region

Measurement
Control)

10-11 : BAMEEOBREDTDE21—T7z—X, BEEBOREERZTT5-00EELDIERISERL T LS
LYo

(Lad )

BIEIIE. “Length” 74 a Eke=42 vF L. REE{G L THEAEKRAD
TL—LEZERTDHETHRESINTT, BEOBEEOKREAEICIKL,

(A) A oOr—3TIHRERBLLT, BRAETFIVITH. HHWLIE
(B) 2 D0DHYLRAINEEIRTDHZETHRET S, 2D2DFAENHYFT,

b= LRIV EERAT S LT, RECEDERZRET S
EMTEFT,

BRI MNERESIND &, TOEEBNORMERIIMEER LET, BEOHEED > FOH
AX v oT—394 2 RFI9DTIZRETENET,

AE BESN-BELEREZIL—TELET SHI2EF “Playback’ 74 3>

A% 2y F LTS,
LCBI M#ER & Chemogram D EIZRTEIN, RSIER# IVUS DEICRTEINET,
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Makoto Intravascular Imaging System™

kRS
BRS NI B \all et G et
7835 (region) D N8 70 s L &KX LCBI D
fE

BEIRE B
fE15 (region) D &

BIRENF=ED
%818 (region) &

BRI -8
(region)D A EEE

10-12 : Fa—7 z—XCEIR L =B 4asE

10.5.1.2 Bl 755 DAFE

Chemogram ATERESNEDMBEETIE. RAF¥x Yo T—2ADMNEZRAEL-ZY. A

BB THEZRAEBLEYT S ENTEFT,

IFUO163rL.ja (2022-10-04)
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Makoto Intravascular Imaging System™

iR ER AR

40.4-66.4 mm ¢
- 50 ¢
—l—r—-lijl N

w‘\‘

70 <|» 60

10-13. BEIDEEOHTEI FO—)L

EOREOMEZ K5y LT, BUEEORESEEEETICERSN-EDLREZH%

BLEY,

BOREDES, FLEECOERE NS VI LT, BOEEOERL-inZHEAREL

9, BEDEEHORSIIIEFMICEHRINET., LCBIIIHRENTTITSHEEH N
9,
E TIORANRAS VR EHREDHBRNBEEF-IIRTHENDOY FO—
IDEIZEE, TORKA—ILZFEAL TELOMEEDOERD A
BEEMIARLET,
E BOoTHEBLEWLSICEALDEEZO Y LET., [V 23
>10.5.1.7 BEibfEBOoOv Y] #8BLTLEELY,
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Makoto Intravascular Imaging System™

e GRS

10.5.1.3 £&, LCBI Z2Zf maxLCBI
BEDEIDEREMNT T T D E. TORELMEEICEEYT 5 3 DDRIEHEENRTINET,

Length: B DMEEIDEEREZE S ) A — L (mm) TRLFE=BLDTI,

LCBI: BEIOEED BEaAT7HREAVTYYI R TF, LCBIIELEIR
SNT-BEDEBICE T ABEBES T FILOEDLE EIL
[Zxid BHEEZ, 0HND 1,000 DETERLE-EDTY,

mx(4): BB TERESNT=Y1 Y KoL XZBITERKDIE
BaA7REAVTYIARTY, 942 KoY XQONEAKE
Bl 4mm TY,

3 LCBI & Mx(4) OfEilX. NIRS T —X R AT A2 L » Crofk S
NG aE O NE T,

10.5.1.4 EREREMEFE (AS%)
fEEE. BRURTLIX, AELLTHEANL-EEOAEEZEL 2 DOY—Y #FHAL
THEFRENEEEIC, NERREEE (AS) 2HETHENTEET,

E BEOREDOFIBE LU T IL—LIZIL—A VAIEZEML
T, TOEBDIL— A UHEBREZRFILET,

10.5.1.5 BRE o UZRAELR
Region Selection 74 AN TxET K2 22 vF9 52 & THRIDMHEE (Region)
ERELET., REEEZR. £X. LCBIE LU maxLCBI DFEREHNET,

BEXMILY 2ELMEE (Region) OARE U Z2#HT, FLEFRAEDIF v oPZEDM
AFx v UEERT S EBDMEE (Region) DFERMNERSINET,

X RO (Region) ZETET H&. RAEDEDMESE
(Region) [F:EIRFEFRINFT,
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Makoto Intravascular Imaging System™

VTR
10.5.1.6 BJiD Bt  (Region) DR

D REIRE Y «

 404-66.4 mm .o-} S K (Region
56 [W_ Edit Window)
Name U )
O (Regor
Name)
Notes
BEIEIEE
# (Region
Note)

BRI DA
i (Delete
Region)

10-14 : BAD4ENE  (Region) #RE™Y Y KYICRASh-MELEE  (Region) DEH
BDEEIRE DY «  FOFRCICIE, BIREINAFEDEE 2 ToAAIO “Edit” 74
- */E(:@ yFLTLESWN, ABEEHITAIZEFFEETBHWM2yFLTLE
=Ly,
ml:St yFFEHMN, BEDEEEE AV FODONMUIIZEAYFTEET 122 Kol
FALoh, AAARABRIRESINET,

10.5.1.7 BihEsanay o
BRL-BELEEARY D OmRERSE > u*&& yF LT, BADEEFEED s KD %

FEEd, EbEZEOY I 7MY E ﬂ&a vF LT, BEbESEDEE-IE.
BB DR NE E R THEZ AT SMEEZUIVERAFT,
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Makoto Intravascular Imaging System™

I iREREAE
10.5.1.8 B #58t (Region) DA
BRSN-BEDEES2 LD “Edit” 74 3 >E(:9 vF LT, BEDEERED « >

Tar
FoZERWTLCIEEEW, BDEEEHET 54I21X, “Delete” :l vhko—iz
AyFLTLESLY,

A HIFRSh=BEDEEEETTEEEA,

10.5.2 7 L—ALEDER
8 IVUS EDEELD=ODERAIE. ENTL—LIZEVTHARETY,

xE IJL—LEDFHANETISE. EDITL—LDTVII—7
ABEBMICERSNET,

x TJL—LLEDEANTETTDE, YLRSILDERENETS,
x TOTATHERETIDY—ILESZ Y TFTHE, ETHOHE

FREITL—LEDIREHELEFT,

10.5.2.1 Il 7 (Area) A

O
“Area ” 74:!3/’&’5' VFLTTUZ7ZRAETSHE. TV T7HDRINERRD
EEZEHBMIFHAILET,
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FIE
(Instructions)

A—AILX—L
(R4 > FERAL

BEBDX—L)
(Zoom area at
touch point)

Makoto Intravascular Imaging System™

e GRS

T 7HE
(Area
Measurement

BMARA >+
(Additional
Point)

BAtAARA > b
(Start
Point)

10-15 : TV PEHAINEMTETHFORF v 7z —X, RIPICRBEIAERIE, KYXKELEYORSHA

ELTRENBEITEFELTLEZ,

O
Rl ZEROHIZIF. “Area ” 742 ‘zl:’;‘l VFLTLESW, RITSnb4E7
AAVHAFRICEDLYFT, FHRIDFIEY « > FOMNEH IVUS O ERRICRTEINF

TO

T TF7EFBT BICIE, =EhIVUS ETHIRRA U FEREL, SHAIRERD FL—XI(C
BHETRSA D FLTLLIEEL,

pe

IFUO163rL.ja (2022-10-04)

BBEEDRA UV FEEMLTCIVTEERT HE. TUTDT
LELA—ARIRTRERENES. hlE R/ bE2y
FEEEFIVYILTTYT7HARERLEGEIC, EHRLE-TY
THEDESIIZRTRENDENERLTVET,

ETHRORZFRET AICIE. EZ2EERLOFIRV 2 kD

[ZHHBMYEL “Cancel” 74>
CEELY,

Cancel [:9 V] 9‘- L'C

10-20

infrared

A X NIP0O COMPANY



Makoto Intravascular Imaging System™

e GRS

HRIZHEET HICEFRRA VM2 yFLTLEEL,

#£8 (Results)

H 10-16: TU7 (Area) FHEIASET L. BEARRSWTLNET

FNFhOITYTEHANTETIT S L. R/INE. BERE. HEEINESEH IVUS BEED
ELIZREREINFET,

o HAERZ4 v F I HE. HE IVUS BELICR/NMNMEERKRE
NERTREINFET,
IFU0163rL.ja (2022-10-04) 10-21
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Makoto Intravascular Imaging System™

e GRS

@ Measurements
75mm?* © [45/51mm S
69mm?> @ [29/301mm S
o}
129 mm? O 73 % PB

2.34mm? O

10-17 : EHOT Y TZHRAADT Y PHTERZIZIFL—REhd E, BRTSINEHBEBERRRRINET,

W—AUBBERRT D E. RINRRKODEREDHESARTESNET,

BHOTIVTHAL—RENDE. TORREBATEINFET,

E

x

IFUO163rL.ja (2022-10-04)

BIZIEX3DETHIY)T7EFL—ARATEET,

ETYTOFAKRIT, HBEBEDLEEINET, T7—VT
7R EDHASNEZETVTOT7A VI, FHRlSsh=TY)
TORREEERT HOICERASNEHRIEHhE TR SN
E I

LoD 7HAR—TL—LO2BBOLUFRIZRLICEE
NTULSIHEE. Makoto™ YR TALIXEFMIZ TIL—A2) &
[EEMI ICEIY ST, T53—9TUT7ELVTI—I9N\—T>
[PB%] MEtBIENET,

B—27L—LT3DDRAMEIUYTZHFL—REN, TU71
FTY72HNTEEICIL—REN, TYF721FT)F73AT
SEICFL—RENDB E, Makoto™ YR TFLITEBMIZED 5
Bl 7% TEEM] ICE|YHET, RLRAAITU 7% M)L— 4

infrared
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Makoto Intravascular Imaging System™

iR ER AR

vilz, FETY7E TRFU M (CBIYHETES, T5—2
IYT7HEUVTST—9/3—FT> [PB%]J IE TEEM] & TIL— A
V] OETHBIEhEST, BT YTIE TRTFUR & TIL—
A] OREITHAISAET,

BEORA U &Ry F LT, BRDBMICKFS 9952 LIC&Y, TYTOHAX
EERFLEBEAELET., TRLETUTOBKERET SICE, BEFEORS
MO 7O®MBEZYFLTESVITEN VUvILTESVITEHIET, &
BLET)7ZICEMDRA Y FEERLES ., RESNEBRIT BENTTT S L
BEHSNFET,

b= FERA b E RSV ITHE, O—HILRX—LARTEN,
2y F LERMIABAERENET,

10.5.2.2 £ (Linear) D54
HEh IVUS L TEEHDLIWIEAFEAT LS ENTEET,

@ Measurements

e e ZOFHA (Linear
=3 1102 m &
EHiR o Bk 32m Measurement)
(Delete i
Measurement)

10-18 : ROEHBMNTET., COEY L a v Tk, 320FDEALSITHOAFEL=,

IFUO163rL.ja (2022-10-04) 10-23
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Makoto Intravascular Imaging System™

iR ER AR

&
SR ERBET AI121E.  “Linear ” 74:>(:9‘y7‘hl,'c<7‘:“ét\o EITEIND
ETAAUNERBIZEDYET, SHRERETIEE(-HODHA FELT, FIED1 2K
oA E IVUS O EERIZRTESNET,

5B IVUS ER TEHAIT 51012, FROBRBERSA 2V bZEZ Y FLET ., HROKT
HEZZ2 Y FLT, sHAIZETLET., FOFAIX, 2 REOHEREZEZI ) A —MILE
I TREH IVUS BfRICRTENFET,

b= YOREFERTEN BTRAV I ERSVTTHE TR
A MERET DHNREEMD T LE 2 —DARRENET,

b= B—DOL—LLTHRX6ERFETRNTEET,
FIRH A WNMIRTRA U FEZ2 Y F LT, SHARREBET S ENTEET,

10.5.2.3 ZL—A_LDFAREEDEIE
Bc2D7 L—LETOETAERZHIBRT 5I121F. MR ELBDETAFERZEIRLTLFEE0N,

07/08/2016 DOB 01/01/0001

@ Measurements

28mm €

581 % 0D Bl @ 25mm &
(Delete
Measurement)

10-19 : BIRENFARRESAI—F VT EhFET, AEZHIKRTEIF T avntbYFET.

AN  Ie———

KRSNFEY., “Delete” a2 b D—)bl:@ VFIHE, FHARERNEIRRE N
F9,
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Makoto Intravascular Imaging System™

LR E
E HIR SN ABERXETTEEEA,
X BrOEAKRAHIBRT BERIZ, ERAAVvE—CFRFESH
FEA
E 1 DODRATYTTIL—LHILETHRAEEHETICIE. Tvo

X—UZHIBRL TS,
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Makoto Intravascular Imaging System™

e GRS

10.6 2 L—ALLEIZTERZNTS
SEREES IVUS B EABEESALENTEET,

T

“Annotate” 74 3 ‘/l:'Sl YFLT, JL—LETERSNIGFAMNGE

MOEESAADERETY . IRBVBENDGEAEZREL. CNITTROERIZHRE
LEY, BEALOF—HR—KT<Enter>[TH v FI 5L, FROEEAAZTTET

LET.
E:. IROBERHERTTSE. ABMICTIL—LOT I v—
HBERENET .
E:  RTLEERESYFL, IL—LLOREOBHI~BBS ¢
BoEMTEET.
E: ERERTTHE. TvIT—I DY LAAALEH S
9.

FEMZAIBRT BI2IE, FRZEFYFLTGERLTH L, RSNz “Delete”

742 ‘/é’;‘l yFLET,

10.7 ARO)=—23y b
BEEHLADERIIRF Y UvBLUVE2a—T7—X0BEHBTEET., COEERIZ. EE
[ZRTEINTVWARE PO FA—ILBEETRTOARABEXY TFYLET,

AExvHELEa—LTULVAE. "Coarse Frame Selection Control"E = 1X"Fine Frame
Selection Control"Z{#E > T 7 L—LABELET,

IFUO163rL.ja (2022-10-04) 10-26
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Makoto Intravascular Imaging System™

e GRS

R V)—=rvavk
(Screen Capture)

- i B

10-20 : ;¥ (Acquisition) E—FDRA¥X ¥ Y7 —XIZEKFTEhD “Capture” P>

"Capture"3a > b D—)LE ZAYFLT, BTHEATZLILSICEEEARDEER ZR
BLET,

E - FNFNDRAXF YU T—RAT, AP )—riay MEIEK
0 MECERTEET,

F Ao)—=v a3y bME. BE—FDHYOD—X7xz—X, H5
WELEa—F—FDtELY F 7 —XHSHIRI®H 5 LMIEHEIRR
TEIENTEZET,

10.8 EERE

RKORTLIE, REIVUS OEER, 558 IVUS BROHERELIVEEZRET HI LN
TEEI,
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Makoto Intravascular Imaging System™

e GRS

10.8.1 &#f IVUS MD[ElEg
£8 IVUS BRI, 528 IVUS BED 125& 6 BFARID=AYT—) £S5 8IZin 1=
EgT—2hoERENET, BHLEDEY DRENE-=ZAT—7AIMN. E&#IVUS ED
EEIZRREINFET,

10-21 : IVUS OEEREHIZ DT, HARETHS 126 L 6 BFARDZDARHI S, HORKICBESEL-E£D
Fij IVUS Ef®, CCTl&, SHEADLHIZEMRBASIAhTHET,

R IVUS IZRTRENBT—AEHABT BIZE. Y—Y ShEEHOEHRO=AT 528
IVUS B DABE EDFLWMERRIZKS I LET,

E - E#h IVUS ORFRICMA AL, Y5 S5 LDORIETIT =
FARICIIHELEFEA,

10.8.2 €S 5 LDMHEES

10-22 : BET—NETET FLDOWHMD B L TE A —EBITBBLOT T 50, TEITFLEZREGTEE
£
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Makoto Intravascular Imaging System™

4% B A
TETZLOREIETHRET S 360 ETT . chlE TETSLO—BLOHEN—FT

DIFEDHEAI>TVNDELEEBKRLEY, ZRAYY TTRTRY HLDITHY MIEIR
EETY, TDE=H. BRICE>TELDIHETDHIZHEIESNEZEABHYET,

TEGSLESYFTEING Uy I LTRARILES v T L, 7EFSLOA Y MiB
EEBLTIEEL,

NOTE: DRATFLIEZDTEYTSLDAY FSA4 VRARERELTH
T JPEODRFT VY UELI—POLKR— FOERKIZEALET, X
D)= TFrIFRABINFEREA.

NOTE: 7%73A®§?EM2E%%@sEEHNSFﬁOE%%K
TEELFEA,

10.8.3 55 IVUS D [EEL
EEHEGIE. HORXREX Y EDRBEEBRRICTEE6H. £HIEA—IREZMEEL
FUKLKBEEILTAIDZETAEE=-OIZCREESELZENTEET,
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Makoto Intravascular Imaging System™

iR ER AR

10-23. jEEH IVUS OEEE, ZEDNEHRIET 74 FDEM%ERL., ADER Chemogram /NA—D Y FA—)L
FHLWODEAMICFS Y LTEEL-ZOERERLTLET,

SEEEE ORI ZEFHET (21X, Chemogram /NO—[ZRKFRINBREOT7—S a2+
A—J)LEHLWBRTIC KRS v S LET,

i 558h IVUS Ef& & Chemogram /NO—I[XEERIZHE T o L
TWET, EEHEERZEET 5L . Chemogram /\O—3 [A]ER
LET,

x EHMEBRORERIE, RFXY DI RTOIL—LISERINE
-a_o

e Fiih IVUS BHR D ElER(X5aE IVUS BEREEEC LTS8,
fEEh IVUS EERZ AL TH. BIRSINI-RE IVUS Ea—E
BrehFEzELA,
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Makoto Intravascular Imaging System™

e GRS

b= Hifh IVUS [AlER(&, LEaA—F— FTHERSN=LER— k.,
avi. 8L U DICOM BERIZRTEINET,

10.8.4 558 IVUS B E
5EEh IVUS B, “Image Settings control” 74 AV ZERAL T, RET R EN
TEFET, a2 bA—)LICE, BEXEE LFHEENHY FT,

Expand
Controls

10-24 : 58 IVUS B8] (Image settings) Z : AR (Basic controls) & : &#IFRE (Advance
control)

“Image Settings control” 74 aVIZAyF LT, EXEFEEV1 2 FIERRLTK

W, FMSREHEEFERT AICIE. Vs Y FOBETO Expand a2 k I:I—)l/’é
AyFLTLESELY,

REXBZEHEET HICE. 1Y F"TEJ:O)m%%JL\(iFD{ vEODNMIER YT
LTLEELY,

10.8.4.1 X—A4 (Zoom)
58 IVUS BR 7 4 —IL FDREDILRE K OME/NME, BEARERED 4~ FIC
3 “Zoomcontrol” PAIVTRETHRENTEET, =ih IVUS BEED
RREFE. EEmMmM AL 16mm ET2mm BRATYYEZ L ENTEET,
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Makoto Intravascular Imaging System™

e GRS

EfgEREIV

A—L7A4aY A—L
(Zoom)
(IVUS field
diameter)

10-25: IVUS ) 4584 IVUS EE(E, X—L (Zoom) A hO— L7/ 3V EFERALTHKRETZEY,
E:EE6mm, FR: BEEZ 10mm, & : B 16mm

"Zoom control"7 A4 a IZ& v F LT, 58 IVUS @1%$€?E7(@$ f= I3 HE N

@Té CENTEFT, TNICHIEL TR IVUS RRVEHFNEY,

10.8.4.2 17> (Gain)
TAUEREIEZ, ROAF—TRELTL S, &EHEIE, 0555 3.0 TY, ELMEIE
BUOEBGRELZY., SIMETIYBESVERELRY FT,

10.8.4.3 H#Fa L —>3 > (Saturation)
HFaLl—La EREIF. RS F—TRELTLEEL, &ERHAX, 0.50 i 1.50

T,

BEWNMERBEVDEREGY, SUMERIYBALVEREGYFT,
FAFIVILIUOERETSICE, TV IREEHALTERBLTLESL,

10.8.4.4 7S5 w2 (Black)
BADOLANILEFEEZ. ASAF—THRELTLEEL, gEHAEE, 0.00 M5 0.50 TI,

BEMEFBRADVERELGY ., BIMEREYBWEREGYES, F4FIvILUD%
RETHICIF, ¥Falb—rarvaREEHFRALTERALTSESL,
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Makoto Intravascular Imaging System™

e GRS

10.8.4.5 B> (Gamma)
AUREREF. RTAF—THRELTLEEL, EHE, 05,5 2.6 TT, ELMEX
SUBSEFEWERELY, SMEFEYBWERELY FI,

10.8.4.6 BEXRTE D 7> FOEBBEDRENRS

Ja—vrsa Blcs v ae. BEXEABEY 42 P EBN B OB
Y. A ACEREEEL A,

10.8.4.7 O— L EJHERE DIRTF

5
OV rA—)LIZBAYTFTBHE. BEDHRENTIAHILFELTRESAET,
FTRTOHFLLFERIZ, X—LZED. CNODEBRRENSKRFEYET,

A—AIPBEREI Y FA—LIZZYFTHE, CNODEIMERINET,
10.8.4.8 O—HIERE~NRSE

o)
A—AhIEEREIZEST7A O >(:’5¢ yFFHE, HO—DILEREETHAHS
*9,

10.8.4.9 TR DRENRS

D
TIHHRFEROHRENRS 7 A3 ‘/(:’Sl VFFTEHE BEA—NITK>THRESL
EFOHREEHRARAAET .
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Makoto Intravascular Imaging System™

e GRS

11%#& (Procedures) ORT
BREODIVO—XT71—XIZENWT, AX ¥ VO EREN—FKT A ROAEHET S
Wiz, RET— A DEMEEITEES,

BREFRBROESE
(Edit Procedure
Information)

BREZEHALS
(Close Procedure)

AF¥ v UICRS
(Return to Scan)

11-1: F—42 4\ (Acquisition) E—F®%O—X (Close) 7x—X, #0—X7O04—Sv—
(Close Procedure) 74 aAvhng 5S4 FRREESATHWET,
BEOEMFR. RESNFEXAXVryoT—42, TvI3—0, B&LUVRYY—ray
FOFEMEIZDRATHRTEET ., REZALLHIC, €Yy 7y T 7 —X&/ER
L. BESFEZRHL TS, -l RBEELLGVRFY T2 FHIBRT S L
L TEFEI,

x REZHNT DDIBELGEEZERBNANSATLGNE, &
YTV T T —RXITRB LS EENRTEINET,

¥ - Makoto™a >y FO—S5 D FILINY I RE IS4 T IVUS K42 >
NI, A& v UNBEBSINEEIX. BEFMICR T
7 I_Z“':E U as_g-o

BEERELEREIHIHEICIE. Yy b7y T 7z —XICRYEET HH. "Returnto
\
R4
scan"Ez71=& “BEdit” 74 o Ikd(Z2 v F LTHRELTLEELY,
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ik S
BREZHRTL. 2TORFYUT—2Z/N\— T4 RAVIZRHF L THREREDO-OIZERE

E—FZUty b 5ICIE. “Close Procedure” 74 0 MEHEEER(IZ 5 v F LT,
70—XE—FZEFALTLESLY,
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iR ER AR

12#8& (Procedures) T—42 DERH LUV T7—h414 7T
BB E SN RETF— 413, LE1—F— FIcENTRED. 7—h4 .
GER S UBIRT SEAHEET,

T—AHE E— KL LEa—F—FAABIZIX. BEATHNTULEUEEIZ,
Makoto E— FEIB 74 a VI vy FLTLFEELY,

E— F1& (Makoto
Mode Toggle) \

Select : View

& (View)

I RKR—F%
(Export
Destination)

LR— ~ENRY
(Print

Report)

A4 UR—Fk
(Import)

B 12-1: LEa— (Review) E—F®O+L% bk (Select) 7z—X
LEaA—F—FKIZADE, LY P22 —ARRFTENFET, COT7x—XIZTHEWLTR
FvoT—3DERMNTAES, BIRLIE-BET—2IHHIVERFrYoT7—2I2D1
T. HwE. BE. HIBRHLIWVELKR—FOHMRZT S ENTEET, £, /N —F
TARINREBET— R A VR— b5 EBTEET,

CD7z—RIZEVWTARFYUo7AAVIZEAYTFTHE, AXY U EOQA—HAILAEY —
[:’f )ﬂ_:_ F—Ggi_d_o

12.1 #®E (Procedures) T—4 ERXX v U T—2DER
LE1—E—FOELY T 1—RZENT, BRETF— S BLUBELORF v o F—4
ZEIRTLHIENTEET,
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Makoto Intravascular Imaging System™

iR ER AR

BET—2ORNRIE. BFHEOEIA TIZE>T3IDDYRMIRFTENET, BIRSh
BREBET—EIDAXYyoT—48, BIRENFAFXF v oT—E2DTIvII—IELUVRY
J—2i a3y FAARTREINFET,

J4ILE—
(Filter)
T
A¥yoT—48
YRk
BRET—4%) (Scan List)
R b+
(Procedure Tvo<v—0IR
List) 1)—rvav b
JX bk (Marks
List)
Ax v UERE
(Scan History)

B’ 12-2: L% b (Select) 7 z—XNDEEHER

BRENE-BRET—AEFILEL—FTBIENTE, Tyov—H, RH9Y—r 3y bk
DHRIHTEET, Fx v I SNERET—FIE. TIRR—FrBLULE2—TF5HC
EMNTEFET, £z, FIVISINERET—IDRFY T2 THNIE, Thi
X, RO9Y—=2ay bFEERFITVvII—ILR—b2HRITEELTEET,

1DDBE T—RERTTBHICIE. BET—RFVRAMORRELGIRET—FIC
BYFLTLEEW, FYFENFEBET —IVEHOBREN-BET -2 LAY
i_d_o %@*ﬁﬁ?_g WG)Z#'JV )7_:_9(3:\ EEEJ:': UZ l‘iﬁ‘éhij—o

BHOBRET 252 ATLDOONYFELTIVRAR— LT BIZIE. EHOF VY
Ry RIZEYFLTLEEELY,

E BET—21X,. R ECERHFOT—E2MLIEIZRTEINT
WEJ,
b= AxvoT—AR%. VHERETITEFWOVT—AEM5IEIZRRESN
IFUO163rL.ja (2022-10-04) 12-2
infraredy:
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Makoto Intravascular Imaging System™

I iREREAE
E BRET—AVRAFBELUVRZFYUT—EYRMEI, T—4HIEB
TEDAYAE—IZAYFLT, T—E2&#HUVERDZENTE
ij—o
X BET—ADFzvIRy I REBIRTBE, ETHRXTvY Y

F—ADF o Ry s ABRELET,

BHOBREBET—A%ERTIHICIE, FETIRET—IDOEDF v IRV I RIZAY
FLTLESW, Fzv IRV I RIZBEZYFT5E., BEIRIZERINET,

E: ARELTHRR—ME, 1 OORET—HEERLIEOH
ENTT.

12.1.1 R¥ v VBB (Scan History)
AEX Y UoT—ARBED. RXv 8, TYII—IDEMBEPLITVII—ID
HIBR. BEUVITIVRR—+OT7—hATT70aviE,. Axv UBEREICREEINET,

12.1.2 #BZ&E (Procedure) T—RURXR D4 NEY VYT
BRET—AVRAMNEEO 742 —HieEFERT S LT, BHOBRET 2B 5IC
BERTHIENTEET,

Select

ZC 8 sample x

B 07/01/2018  MC103, Sample3  07/31/2018 Sample 3

B 07/01/2018  MC102 Sample2  07/31/2018 Sample 2 *ﬁﬁ 7_'_ ] ﬁﬁi

fir Wl 06/18/2018  MC10.4, Sample1  01/01/2018 Sample 1 K (Edit Procedure)
B 03112015 sample, Theta  01/01/1955 aTVC-8

B 03/11/2015  Sample, Delta 01/01/1954 aTvC-4

B 03/11/2015  sample, Alpha 01/01/1954 aTVC-1

12-3 : "YU FIL (Sample) "£ELAAIZBAL T, BE (Procedure) BLURF > (Scan) YR K
T4 VF—%#FRALEELY b (Select) 7z —X
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Makoto Intravascular Imaging System™

iR ER AR

T4 L3 —RAIZEVWTXFX MEERZANT HE. BEID, BEA. BF ID. EEDA
B, HF—FAOY LES. AR YA, XY UATNL, BETHRET S E
BHLET,

S ERRUTERET—8 R FEBIE. “Cla” EAd? 43 uic
5yFLTEE,

12.1.3 8BZE (Procedure) T¥—4 DRk
BRESLUVEBEFERL. GETI2ENHEETT, BETIHRET —F5EIRL.

)
“Edit Procedure” 74 3 ‘/[:’Sl yFLTLESW, BBET 23 HREV1VEON
RERESNFET,

BIRSNERET - DML, BRET —FHEV4 Y FVICRTINFET, HREG
SPIEBZEEHF LTS,

Edit Procedure
» Patient
ETLE TEST

[ETENSE 70170618

LN 12/14/3015

Q Male
nder emale

Save

Cancel

EEZRTFLTO 4 v FOZFBALBICIK, “Save” 7o VEEEIZ2 vy FLTLES

W ZEAZREETICUs 2V FHZEALCSIZIE. “Cancel” 74 o EEENZ42 v F L
TLEELY,

IFUO163rL.ja (2022-10-04) 12-4
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LR E
E BRET—SDEERIZ. BEITZIETORFTYUT—2ICRBEE
nNE¥, ChlEx, FzvI7ENTWEWRFYy o T—421L8F
nxv,
X - BREINE-BET DRI YU T—2ORNBEDHREL.

Ea—Jz—XTiTo2TLESELY,

12.1.4 LR— FOEIRI
1 2H5VWIEHORET—2 BRICHET H3EMNLZ L R— L. Makoto
Intravascular Imaging System™RIZERE SN-EBRMEOH D T) V2 hSHRI S

FIo

Fo T oA —IZBT B THHEL S PICEIKWLICET 5 ZCFRAEL
mlE. PELOEEELUEH S VI Infraredx™MH X2 I —H—
EXIZERILEDHE L ZE0Y,

BIEHG LAR— 2K, ERSNEEALDERES S VEHFEN=Tv I —I PEtAlZEE
CREICEITS, LR SIN-ETORF YT —2DEMNNEENETT ., BREHLAKR—
FZEEIRIT BIZE. FIEY X FOANEEDBEORY IR ZFz vy LTREZERL

L5
f-t&k. MllMZ5 Y FLET,

Tvov—o L
R— kD ENRFI
(Print Mark
Report)

BELAR—tD
ENf (Print

)
DF] TVC)
[DICOM] NIRS-IVUS ] i Procedure
07/05/2016 14:09:26 Exported to U Report [PDF] TVC)
Report)

B 125: L% k (Select) 72z—XDLKR— FEHIRIZA >

IFUO163rL.ja (2022-10-04) 12-5
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Makoto Intravascular Imaging System™

e GRS

TvII—=0HBWEIRI Y= 3y FEFFERL, “Print” 743 ‘/El:@ v F
T5E I R=TDDITYIR—I LER—=—FrHBIWNEIRIY—=20 3y bDT—52%TY
VRA—~EELFET,

F TJvoI—0 LR—bORBEIF. BEICEALTOEEML
Lik— FDHRIZEENET,

12.15 Ea—
BAEBERINTUVWEIRET—RICEFNBIRFT Y UoT—3% L Ea—, fRE. 2#T

L O
B X VHIBRT 5121, “View” 742 >l:’5¢ yFLTLESL, BEERSIAT
WARET—ANLETDRF YU T— 45 E1a—TJ1—A~GEHAFHEH. XRERTH
CEMTEFET,

BRET—A2ELUVRFYoT—RE, T—ARBE—FORFrYyI7z—XERL
HETFIEDORT. BE. 2. MEBLVHIBRT A ENTEET,
BRAFERPELUVHA A VRIZDONTIE, [E923210: AFxvoT—45D
LEa—, AL PEROAA) #8BLTLEEL,

2Lery

12-6 : LEa— (Review) E— FOFa1— (View) 72z—X

IFUO163rL.ja (2022-10-04) 12-6
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Makoto Intravascular Imaging System™

iR ER AR

b= Ea—2z—XthDTvo<—7. BEDMEE. R, 8&TE
ROEFEIE, ELI F T —A~NREIBFIZRESNET,

LEa—FE—FDELY F7—X~NRAIZIE. "Progress Strip"® “Select’7 4 3 >

Select . F1=1& Makoto™E— F{J# (Makoto Mode Toggle) RAE VI YFLT
CFEEELY,

122 ZIHRR—FEIUVT—HAT
BAA—=—D UG ORTALIK, T—E3T7—HA TDEDICVRTLNGT—E3H%IIR
R—bF230074a0n”HBYET, TUVRAKR—FRIZ, TIAILFDBRELEEMN
AR 2 DDV a—bAhy k740 e, BRZREZEEDADY I— Ay 743
VT,

T—hATHE2WNEIZOMDERAENTERLIE-EEDRET —3%. VATLMGI
DAR— P T BIENTEET, RET—FFERLER. T—20OBHZHEBTSHIC
X. THORR—brarbrO—LEFERALTLEELY,

RGN . e = P P et

pre IPu\Iba(‘L‘ EL:)
(Archive 0:04:12  REPEAT Pullback 0
Status)
PACS
B Y5t LaTaErx
[scrosncbots ] g AT 4T
o g ‘ s (Removeable
'Cj Media)
7.8 mm 5.6 mr‘
IHRKR—b+ay . stom HhRZ L
kB —JL (Export e | | oo (Custom)
Destination :
Controls)
12-7: LY b (Select) 7x—XMITY RFKR— b+ (Export Destination) a ¥ FA—JL
IJRAR—EARTTSHE. RXFXYUT—R2 )R MORERENEHFRINET,
IFUO163rL.ja (2022-10-04) 12-7
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e GRS

12.21 THRAR— FEDHRTE
VHREDITIVRR—F 74—y FEEVEHEIX. PACS BLUEYS LATEEA T«
7 (USB/DVD) RICERET H_EMNTEET,

NLDPUHBREDERAEZDEMIZDOLNTIE., [E2S 32134 :PACS) 8&U
[ 3>213.9: USB/DVD (MUY LAIEEAT47) ] 2B LTLIEELY,

12.2.2 PACS T4H RAHR—F

l{f}& RORATLIZEHEENTWST—TILIE, KRIZKEIZENMNT
WHZ EEHRLTSESL,

BE

RKORTLNEEICERESINTWSIGEEIX., &ED PACS VR TALICT—2#RET
BIEMNTEET, PACS VRTLIZ, DICOM 74—y b T—RE2Z(FTANTT,

RKORTLIIRET—3%. PACSHEDRY FIT—VRAML—UAEBEREFETH L
ZEMELT, RESNEHBERORY FT—VICERTESLSICHIHASIATUVET,
o—JL K&ht= Catse 5¥— T )L & PACS a9 A2 —I[Z. H5ULIE Infraredx™E/ A )L
Big7r—ILExa20V—IILOBRIZHS XBEaARI 2 —ITEGEL T ZEL,

(923213 DRTLERE) ITHBIHAFRAEFERAL T, PACS D#Ef/NT
A—AREHRELTLIESLY,

BRAENBRSIN-BRET—IDEEZXFILT SI1Z1X. “PACS” 74 1 EAS
AyFLTLESLY,

OB EEDIT Ry FO—I0~DEEIX, BF. AXL—4
HOEWIE=ZEAN, FPHERLURVZL =0T a6EELH Y
T E EX P

IFUO163rL.ja (2022-10-04) 12-8
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Makoto Intravascular Imaging System™

ik S
f TRy FT—DDEEIX, FH-GI) R B AREAHY F

T, TRy FT—HOEEIE, UTOLDOEEHET,
Yy IO BENEE

=T HBEA~ DR

BETE DASSR A S DY

BB DEH

A Ty RI— I EADEL R T LAOEGE. 1—FOBECH
= LTREL TR,

12.2.3 MY LAIREZ A T4 7 (USB/DVD) I U RFR—F
RKORTLOLDT—ARIEL, USB K54 THDWLIEEEFIAAAEEL Blu-ray/DVD/CD
EDEZTAATRET A RIANIYVRAR—FT B ENTEET,

USB 3.0
Blu-Ray/DVD/CD

12-8 : RVRTLDAT 4 FISRIL

AORTLIF, PATLATHATESMYSNLARELEAT 47, USBR— BV
HATAT R4 TEBEBRELET,

BRET—4., AA Vv U T—49BRBELUVIIRAR— FTF—aH 4 X#HALTLEX
We TORR—FIT7AILTA+—< Y FEEZELTLLESLY,

FETDIITVRR—bT—2H AN, FAAELGIIRR—FEDAT A TDAR—
AEYBPENFEIZE, TVRR— 2T DBICHFETEIATAT7DTAAVE
AYFLTLESW, TVRAR—bT—R2H A XDBKREBEDGEEIE. 74— v k&
“Export Procedures” W4 > RO R L. TV RR— A XER/HL LTLFZELY,

IFUO163rL.ja (2022-10-04) 12-9
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Makoto Intravascular Imaging System™

iR ER AR

BH & T DG
DF FAREER R
R—ZX (

Available Space
on Destination)

BET—4BLURF
¥ UT—45 0DER
(Procedure and Scan
Selection)

ITYRKR—FTH—
< bDIRE
(Edit Export Format)

TIRAR—=F+T—4
¥4 X (Estimated
Size of Export)

Total Export Size: 2.37 GB

B 12-9: MYSNLAEERAT A FADIH RAKR—+

BERDRFYoT—2H5VERET 22K EFERICLT, TV RKR— 1 X%
AR L TS FZE0Y,

BREBLVIVRR— 74—y FOVHIRER L UVERICEAT 2EL D 1EHRIE.
[ 3>2139: USB/DVD (BRYSNLAIREAT 4 7) ] 2SR LTS,

5. 4232139 THH L USB/DVD TH9 RHK— AT 3
> T [Finalize disc] DFz v o &#8T&ITKY., BEHDOITH
AR—FEZFANDZ LYY a3 Vo —TURRED AT «
TTARDEERT B ENTEET,

1224 ARB LT RKR—F (Custom Export)
AVRATLADT—EIE, MYSNLARERAT A TANDREIIAALTIYRAR—FT
FFET, COIVRR—FHZEIZIE, T—F2 74—V bELURELEDERELEL
LEF. £z, COAETIEFEORET I EERLTEENTEET,

A TL—LHEZWERAT vV EDERAICEFNDERIFELET

EFEEA,

FE

FE WRABLIDRAR—FE, T—2DEEHZEZERIND ) H—
F7ITVr—2a ik EIZIFEMTT,

E HRABLITHAR— I, —DOBRET—ADIHIAR— LD

AHTERSNFT

IFUO163rL.ja (2022-10-04) 12-10

infraredy:

A X NIP0O COMPANY



Makoto Intravascular Imaging System™
ik S
BRET—9BLUVRXY U T—RYRMNIHBIFzvIRYIRIZAYFLT, HFE
TORET FBLUVRFT Y UT—2ZERLTLES N, WRAZ LIV RKR—F7T

( Medium (Better quality) -

Medium (Better quality) -

Total PACS Size:0.90 GB
Total USB/DVD Size: 1.20 GB

12-10 : MY LA AT A PATVRAR— b B TF—2 84 TELVITA—T Y FEBRETHIVRAKR—F
7oL —L ¥ (Export Procedure) 4 > K™
YN LABELG A T« TRICERLERRODT—274+—< Y FMREXZZTDEFEFER
TEH5MN. COIVRAR—FRIBEGERZHRELTLEZEWL, T—2214TE&UY
T+x—<y FOEMIZDOVTIE, [ 32 134] 28BLTESL,

KFARIDTF7AFS54XDEMIzDONTIE. [EH32139) #8BLTL
fZ&Ly,

EALZDICOM FL—¥—H, FEDAT 4 TDIL— b LRVIZEEATICIE
DICOMDIR A ERIFE. TDAT 4 TDA T 3 > h 5 "Export files to root
directory” JL— kT4 LY RVIZT7ANETIRR—F) AT avEF2ICLE
T COATLaVEAVICTBICIIERTIATATHETHITNIEGY FH A,

IFUO163rL.ja (2022-10-04) 12-11
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iR ER AR

Export Procedure (07/01/2018 - MC10.2, Sample2 )

Medium (Better quality) -

Medium (Better quality) -

Total PACS Size: 0.90 GB
Total USB/DVD Size: 1.20 GB

12-11 : —BHGER Y FI—V RESFERETIL-HOOLT I AR—+FO>—T+ (Export Procedure) w4
1)

HRBELLH ZAK— R F—BEHY FI—H BETEET HBAE. DICOM F—4

T774IDEMBEELTHER. WEL., —FMIZERAT S PACSH—NZEELTCE

YA

3 HRABRLIHDRER—FRAIZARZ LENT- PACS DETFEIL.
ZHED PACS T RAR— FEREICIIHELEFE A,

b Makoto™ System Z i CTE5EZ L DB TOT 5 Ll
DICOM GOy T — U EEEZITFITET,

FNEOENFERDAT A LI— FAPACS EELBHIES(E.
HRALIHYRAR—bE2FERALT, T—4@BIF7T—U X T—
ARy R IT—OF7 RLRZEELTLESL,

IFUO163rL.ja (2022-10-04) 12-12
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Makoto Intravascular Imaging System™

iR ER AR

Export Procedure (07/01/2018 - MC10.2, Sample2 )

Name

LDl abcdefg

DECRS:T N 01/01/2021

e Date

Total PACS Size: 0.90 GB
Total USB/DVD Size: 1.20 GB

12-12 : BB T—4 (procedure) TH RAR—FHIZEITS. EREDAEDI I RAR— O =42 K
r> (Export Procedure)
ERiL] #EEZFALT, T—2DERILETo TS, EZLERYI X
“Anonymize procedure information” 74 A V22 vy F L. FEDEHRZAHLTLE
AN

x EREF. KOXTLADK Y OFILT—E2ZEETHLDT
FHYFEA,

x ERLF. REORME. AFxv T —2HNDIRNIELELZSE
AFEEA

x EZtld. BEORABIVREBDERZEZRLITIN. XY

J—oiay b TF—RIZEEZEZFTE A,

IFUO163rL.ja (2022-10-04) 12-13
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Makoto Intravascular Imaging System™

iR ER AR

Export Procedure (07/01/2018 - MC10.2, Sample2 )

Total PACS Size:0.90 GB ) 4

A Do not remove media while export is in progress Total USB/DVD Size: 1.20 GB

12-13: USB RS54 TADIHY RAR— b HBETHDOITH RR—FOd—P+ (Export Procedure) w4 Y K

IPRR=bT=EHALZXD, TYVAR—FEDAT A TDAR—RIZIYRFE HH DFER
ZLTLEEN, RETHNET 2 A XEZRELTLEEL,

“removable media destination”” 74 aAVIZAYF LT, BESN=-T7A4ILE A T,
T4+ —<3Iv FEEVEMBIZT, TUHRR—FEADZEEZRBLTLLCESLY,

123 T—R30DA4ER—F
BRET—4BLURXTYUTF—4IE. LE21—, RE. 78, BLUBIHIRE—+D
EOIZASRTFLAL ViR— B2 ENTEET,

FE TVC 74—y FTREIN-T—2IE, BTLEa2—T 5=
DI, ER-EDH AV RATLTHNIEAS VIR— T BHZEMT
=F9,

RKORTLTIIEBREDH DIV ATLTRESINIZTVC 74—y b7—42 (TVC-
MC10 E£7=[X TVC-MC9 M5 MD*tve) . £ TVC TH AFKR—+FT—4% (TVC-MCS8
FIE TVC-MC8x M5 MD*.zip) NEEFTE, DVDIUSBBIU-IEEDAT 4 Th oA >
R—rTBHIENTEET,

IFUO163rL.ja (2022-10-04) 12-14
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Makoto Intravascular Imaging System™

iR ER AR

12.3.1 BMFDT—R &1 Vif— 5%
RKORTLIZBRIZHEETST—2., £, A VR— FSNE=RET—2HDHVIERF v
DT=ANVRTLEIZERIZHEZT -2 EUTWBIEEE. 1—HIX. TOREEERET
TEEHDICEBNDANETE2RENHY FT,

COESHBEDT—4 LOHIOBRERE. 2TOA U H— FART SREHTTE
£F. COFATE. 2TORILE, Ny FTOA UR— FERERSICLT—EIR
RENET,

Q Scan already exists on the system, do you want to
overwrite it?

Existing scan:

Patient: Sample, Delta 01/01/1954
Scan name: RCA

Start time: 03/11/2015 14:32:50

Will be overwritten with:

Scan name: RCA
Start time: 03/11/2015 14:32:50

v X

Import  Skip

12-14 : RIA T IERA VR—bDAVvE—D, BREZHETL. CONRILTEII7MILDA U R— & LEE,
HANIEMYBELLET,

MG HEHDA viR— b Ay E—IURRTENEGEE., ULTOVWTANEEZYFLT
{fEEELy:

Import FIUBRREFTITLET . REHSIWEIEEFET —FICEELNLG NG
BlE. PATLEIZRET ST 7A4ILIEF. LEETShFET, KIC.
BEHLLIVEIEEDT—RITEVAHDIEEIE. 1—HFI(X, EYL
BRICKDHEREREINET,

=13

IFUO163rL.ja (2022-10-04) 12-15
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Skip

The procedure information for the incoming scan conflicts with the
procedure currently on the system. What do you want to do?

Procedure Date
Procedure ID
Physician Name
Accession ID
Catheter Lot Number
Patient Name

Patient DOB

Patient ID

Patient Gender

Overwriting the procedure data will modify other scans that belong to
the same procedure

Makoto Intravascular Imaging System™

iR ER AR

ZORILLTOBERDA VK— hiE. RF v TEh, 1—HId.
A UR— bRy FTOMORTERAT H& 5 CRENET,

The procedure information for the incoming scan conflicts with the
procedure currently on the system. What do you want to do?

Import Information
03/11/2015

Existing Information
03/11/2015

Import Information
03/11/2015

Existing Information
03/11/2015 Procedure Date
Procedure ID
Physician Name
Accession ID
Catheter Lot Number 64623
Sample, Delta
01/01/1954

aTvC-4

64623
Sample, D
01/01/1954
aTvC-4

Female Other

Use import Use existing

Q Information will be used for subsequent imports for the same procedure
during this import session

64623
Sample, Delta
01/01/1954
aTvC-4

64623
Patient Name
Patient DOB
Patient ID
Patient Gender

Sample, D
01/01/1954
aTVvC-4
Other

Use existing

Female

v X

Import  Skip

v X

Import  Skip

12-15: MY BHEBEA VR— FFBMREA V-,

A—YH, 41 UR—FMIBFTEIRILZHERLESEL. BREHDVEEERFHBIERS
nBEE, A—YEF, WIThhZEEG T EGYFEA

Use Import

EN=FS

Use existing

F1-1%

Skip

AUR—bFENET7ADODBRESLVEERREZFEALE
To COREIF. CONYFA UR— FRIZEOREBFERDO-HIC
A UR—FENMMDR XY VIZLBIRENFET, TLT. RLE
BIZEBL., BAICYRATLEICHEHEDRAT Yy VEEHFINFET,

AVR—bENTZTF7AILEEBHT HAEIC. BRICORTLAE)—
[LHIRESLVEBERRZFEALET, COREIE. ZDNYF
A VR—FRIZZOBEBEDE=OIZA VR— SR DX X v VI
LHEEINFET,

CORMITBAvR—MMIRFYTEIN, 22—, 41 VR—
NYFDMDORILERRRTHEISIZREINAET,

Selecting Import #:#&{RI 5 L BIRLZIBBZEIC. COBRET 2D VR— N

ThHhEd,

IFUO163rL.ja (2022-10-04)
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Makoto Intravascular Imaging System™
ik S
124  &E (Procedure) T—2HXURF+¥ > (Scan) T—4%&
D HIlFR

ALRATLARICRESNERET— 2 BLURF ¥ VT4 (&, FRATESN— KTy
R DRAR—RERET B-OITHIRT 52 ERTEET,

BRET—21F. —EHICEICLEA—FE—FDOELY Tz —XWSHIBRTEHIEMNT
%iTowﬁwﬁ%&ﬁéﬁﬁ?—atav%brﬁﬁbs“mmw”74:>ﬁi

28y FLTLESD, BIRLETEATTEELADT, COBRIEIHRRA v E—
SHRERESNET,

ZZESL AVRAT LD GHRENET 4L, ARTEFE A,

EE

AF¥xvoT—43F, E2a—T7z—XBE2WVERFY T —XFIZ, RF¥X ¥ T—421R
V4V FRIFRE. BRICAFY T —3FEIRTHIELICE-T, HIRTDHI LN
TEFET, COMEECRELTOEMIZOLTIE, [92321029: R¥x v T—
A DHIR] 2B L T IZEL,

b= Ea—Jx1—XHIIHEIBRET —FDREDAXT VYo T—42I(F
HIRTEEEA, VATLAOLOREIZZEDRET —2 ZHIKRY
BI2IF. LY POz —XIZRY ZEDRET—2 ZHIBRL TS

b,

x 1D2DRAFv o T—2ZHIRTHE. TIZHETHETD
Tvo3—9. RV )—riay bEIUHABRLAEIRS N
F9o

KLRTFL (2, KAMIZT—2 £8HFT 5 LIRS hELA. REYUT—41E
MDA T4 FICHERETEHE. YRATLON—F RS54 TEEET ZRENH Y
i-a_o

A RORT LK, KAMGT—2REHDIWVET—hA TDEFR
ELTOEMZFE -1 DTEHY FHA,

3
II i%\
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Makoto Intravascular Imaging System™

iR ER AR

13 L RTLERE

RKORTLOA—AIIEFEIE. I—HFOEKRIZIEZADT=HITKIET S EMNAEETT,
A—HIE, 2y FIT—YBERE. TVARAKR—+T74—< Y FOMHPREEHREL.
TARTUANTGA=FHE#REL, VRATLEHI—FTAVTAIZT7OERTRBIEN
TEET,

Settings and Tools

| - About Makoto
Software version 4.8.0.16
Model name  TVC-MC10
Serial number 123456

Modality Worklist
PACS

Required Fields
Scan Display OS version  Unknown

Support Controller version ~ CA 4.8.9, CF 0x41, NF 0x32
System

USB/DVD

User Management

Controller serial number

Contact info

Infraredx, Inc

28 Crosby Drive, Suite 100
Bedford, MA 01730

USA

+1-800-596-3104
fieldservice@infraredx.com

13-1: YRTFTLEEE (Edit Settings) EE

x A—HIZLPRENERERET HICEX. “Save” 742 r

%55 9 F LTS,

E CD+tY a2l Administrator (BIEE) #ERZE>DO1—HFE
(FIZRRENBEETY . 79 T4 THA—HDERLAILIZ
KO THRED—EIIHPBEINZFET,

13.1 HEE (About)
COEETIE, WEA VA —ILINTWVWERY I MY T T7BLUVIRTLIER#SEBD
N—TU a3 VB EDERFRBELET,
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Makoto Intravascular Imaging System™

ISR E
CIT. PEROEE, Y—ERBREOERELEBATEET,

132 EE LA (Audit Trail)
ZDtEY 3 v Administrator (BEE) 1—YRIITTY., OV aviEk, BE
LEHREIZB A RATLOA—YZTENDTA4>, OFF7 o b, LUV —FEED
ARV ERRLET, VATLAOOTA2EQT5 79 FOEEOS (Frcsv R T
MTIFIEAANT Y RR— b TEFET,

133 EXUT47—9 Xk (Modality Worklist)
EFYTAT=OYRALDFY FT—) DEFERLUVERREIX. CORTERES
HEBBCLICE->THETEET,

Settings and Tools

erver

8128.1.1.1 port [  MMEnable Tis
v |
@[ PACS

Connection status: Unknown

13-2: VRTLOEE. EXYT12T—2 YR+ (Modality Worklist)

13.3.1 FEXFUT4T7—9 )R FOY—/EHFHRTE
EZYTAT—O VR OEBBTOL—CYREF T aVvEFERT BICIK. 7—75
JRRY—R—DRy bT—O T FLRERETIDLENHYET. TOT7 FLRFE
ETBICIE. ROBHEAALTLIEELY,
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Makoto Intravascular Imaging System™

LR E

IP Ao —Fy rTOMI—=IL N—324DT—H YR F
"f-/(@j’ I:l/Xo

Port D—J YR bS—/\PNaZ 25— +rFBEER—k,
BEIE, R— bk 104,

Name D= 1) A MY —NnN—y FT—9 4,

Client RKORTLMN, 2y bT7—9 ETHEANETN DL,

Secure TLS TJT—D YRR —IN\ANTOECRTEH=-ODIEANDLENE S

NEHEZRZLET, Enable TLSITF T v o ZANTF=BEIL.
WMEBLHNAD—REEVIIAEZREL TS,

“Test Connection”7 4 3 ‘/I:’Sl yFLT, 97— VR FY—/NER
VAT DNBIETEEIEHFHRALTLES N, RECELTIE., Infraredx™H4—E
AEHEHIVEHREII—H—EXRIZTERBLEHOE LY,

13.4 PACS
COEETIE, T—2%4 7T PACSH—N\DEREZRETETET,

(9 Medium (Better quality) -

U3l Medium (Better quality) -

13-3: SATLOEE, PACSEYI >3V
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Makoto Intravascular Imaging System™

e GRS

1341 T—B3DI7AILNEALTET+r—Ty bR
RKORTFLTHERENEDRT—2BEUVLKR—KMIX, EHOT7AILEA TETH—
<y rEEXNAHBY ET,

INEDITFANFIATELUVTA—Ty bERKIE. TRESBLTILEZEL,

K1 FATERT—ERI7AINEALATEEUITr—7y K

T7AINLEAT FREATEEI+—<v b+

DICOM ZAE iR ER
NIRS-IVUS 7] * avi EEH NIRS-IVUS T—4 Mg YR L
FETY,

Live IVUS OEIBEIR LUV T v T —
J1E. JL—RT—I)LEBOH %

ERLET,

IVUS a] * avi EEh IVUS T—2 Dfg Y R L ENE
T9,

LAR—k a] *.pdf EEEFR. REDFEM. IR, &t
Al BELEE., BXUTvov—2
FEHL-LKR—FTY,

TVC NG| * tve TVC 74#—<v b (Raw 7—4)
(25175 NIRS LU IVUS T—4
EELT7AILTT,

Ay )—=2 aJ *.png A—HIZEH>TRESINI=RY ) —

avk 3w kT,

13.4.2 JPEG [F#g
DICOM T—A2 74— v FOEMREZKRIET HEICLY., BEDHE. HHWLIE
T—2DIT7AILY A XDHENAFRETT .

RORATL (F, MR, P, HAIWVWIEERERD 71 ILEERT 5 IPEG EfEZ R L
i-a_o

52 2 : DICOM [EfEEE5E

EHEEETE B AE ERAERTE TJ74ILHY A4 X
[6:24:0) (1-100) (FETEHY)
® =& 100 N
s ZR 80 a2
= By 50 I
IFU0163rL.ja (2022-10-04) 13-4
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Makoto Intravascular Imaging System™

e GRS

13.43hH5—DICOM 72714 ILD
DICOM & TlE., hS—EHEZFEHRO I —FOELZBIZARZIEHLET, KORTF
LTIE. TRGBJ Ef=I%£ TYBRFull422] OWLWEFh M EEBIRLET,

13.44 %y bI7—9 7S T4 (Network Adapter)
DATLERFED Ry kT —0 AR T SRIZWHEL Makoto Integrated Imaging
System™"D &y bT—9 7 A TRIEATEHERIE. OV IavIZHYET,

13.4.5 PACS Y —/\E#HHRTE
PACS THRR—bA T a3V EFERTAHIZIE. PACSH—/\DARY FT—9F KLR
ERFELBTAIERY FRA. FOTFRLREZHRTETBICIE. UTOEHREADLTL
2&0y,

IP A3 —y 7O RI—I)L IN—232 40D PACSD
7 KL X,
Port PACSMANOZa=—4—FrF5BER—bF, BEIL. R—F
104,
Name PACS —/I\—3%y FT—O D AE 21 kL,
Client RKORTLMN, 2y b= ETHEMNEINSDAEZA FIL,
Enable TLS PACSAT7 YUt RTH=-ODIANMLENE SO ZEFEZL

9, Enable TLS IZF =z vV ZANT=HEEIL. HEX
NRAT—RFBELVIBAEFRTEL TS,

Test C cti | . -
“Test Connection”7 A4 1 ‘/l:@ yF LT, PACSH—NERVRAT L

MBIETEALEZFHRELTLLESL, REICHEL TIE, Infraredx™H—E X{BLHH
HDEIWEHRAT—H—ERIZBELEHhELCE LY,

13.5 WHAI1—ILE
VATLDEY Ty TI7—XE. BREEFHALS. HHIWIET LE-REOREEFER
FRETDRICEBALTENRTNELZESHEWVNT s —ILFETT, “NotRequired” (F
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Makoto Intravascular Imaging System™

LR E
Toay) YAMND T4 —IL REZBAT'ADD>>" GBI REVZEHV ) v =14
vFL, BT 4—ILFIZEELET, 'Required" (%B) YA RTI14—IL KFZEFER
L. "<<Remove" (HIfg) REA2VZ0 )V I FLIFFYFLTRHAREEXHERLET,

Edit Settings

13-4 : SR TLDEREIZHD” Required Fields” £/ 3>
13.6 RF+ V&R (Scan Display)

COEETIE. AFv 71— XBLUVEL—TI—XOWVL DODIDREHRENTE
E I
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Makoto Intravascular Imaging System™

iR ER AR

Edit Settings

About
PACS
USB/DVD

13-5: A¥ ¥ U F/F (Scan Display) SREEE

13.6.1 SEEhEHA
E-ABEELOEHTAS LI VEROERT - ERTORENTEET, A¥Fvro%F
LEa—95&. FL—RITAVEZTDHRLERTELGYFET, HAERZIERTRIC
T5E, FL—RSAVEHERTERYVET,

13.6.2 7 L—LDI—+ 2 L E 1 —EH

COaAVFAO—LEFERALT, L—A2VLEA—BENRTI T ITLHETIZTHEESNS
IJL—LOEBEZLEELEFT, 42321032 IL—AVLEa— #8BLTLKE
AN

13.6.3 &#h Block L'RX)L Chemogram DFETR A&
Block L X)L®D Chemogram & & S &RRd 5h. 1—HF—D=—XICHEHLETEHTE
Fd, COERRETIAILFELTHLLMEE SN A XY VI RTITERAINET,
Block L XJLM Chemogram Z X ¥+ >V ZEICEBERET SI12IE. RF¥r oD TO/NRT

1ZRELTLLESL, FllX [ 232102 RXv o T—20HE] 25RBLT
S E AN

- £ #h Block L X)L Chemogram DR TZERAF ¥ VHIZFART S
ZIF, [#9232102 XF¥v o T—2DHE] 8B L TL
ik AW
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Makoto Intravascular Imaging System™

e GRS

13.6.4 55%H Chemogram Block DR RA &
58 IVUS O~ 8% 5 Chemogram Block # £S5 RRx$5h, 12— —D=—XIZ&
HETEHTEET, COERETIANLFELTHLWVMRE SN XX ¥ o FRTIC
BEAINFET, Chemogram Block #X ¥ v > T EICABIRET HIZE. REFODT
ANTAZEZRELTLESY, #MlE [V 32102 Rxv o T—2DKE] 5
BLTLIEEWL,

b= S8 IVUS Oy 23 % Chemogram Block DR R F X ¥+ > Rl
[CHAETBIZIE. (29232102 R¥ vy o T—2DKE] %
SEBLTLEEL, .

13.6.5 AKX LCBI (mxLCBI) @4 > K944 X
DAY rO—ILEFERALT. TARTLLALEDT I FDRAF Y o T—2 KX
LCBI D4 Y RO A XD A XEEBLET, LR—FDHRKLCBI#ERIE. &K
LCBI D4 Y FIOY A XDBREDHREEFRALTERINET, ZDEK. 1mmhi
10mm OEFTRBENDIRASA Far bA—)LEZFALT, 1mmZATHRETE
F9,

E AF ¥y TEITmLCBl D a0 v FO%ERAET BHIZIE. [ 3
210.2 Ax v o T7—3DWHmE] ZSEBL TS,

13.6.6 HA FAT—TILDFETFT (Show Guide Catheter)
COAVFA—ILEFERLT, BEAA FAT—TILIRIDT 74U FAIREZETE
LEd,

13.7 HHR—Fk (Support)
COEBETH. YATFLOOT I 7AILOITY AR— M DWTHBEELES, OF
T7A4NIE, DATLOBBEZEZW T 52— ERBLAE~ANERELERFREELES,
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Makoto Intravascular Imaging System™

iR ER AR

Edit Settings

¢ Export log files

TR 04/16/2021 -1 G 04/16/2021 [+

13-6 : ¥7R— bk (Support) EE
AV RA—LEFERALTHREGLSAMFOHEEZEEL. BIESSTT—2HLUZTD
BRITFTANEESOHINEHHLT, TOIT7AMIILDIE—kDIGHEERL T
=Ly,

COBRETHERSNE=T7AILIE. BRICEDLDLIBEARBRESHTE A

13.8 Y RXT.L (System)
CCICHBIESELRRENTGA— R EFEOTORTLBEPSRY D TDING A—4
FRELFET, CNODBREICERZMASE. BRICTHOHICOATLEBEEL
BHNEEHWNMEEAHYET.
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Makoto Intravascular Imaging System™

iR ER AR

Settings and Tools
System options

PACS
O MM/DD/YYYY

Date format . DD/MM/YYYY A Change requires system restai
. YYYY/MM/DD

User Management Inactivity timeout

. Use single file when exporting DICOM screenshots

. Enable alternative communication method for file transfers to PACS

. Enable printing

M Enable remote control

13-7: AT LDEREIZHSD” System Options” £ a >

13.8.1 #EE&4 (Institution Name)
CDITA—ILFZEFELT, YVATLLRERT S DICOM 77 IILOZDMD LR— D
ANYF—[CRREINDEHRLERELET,

13.8.2 T—4 =X (Date Format)
AT avEFE-T, VATLANEEE LiR— MIRTTIAMOBRXEZRELE
ES

138337V T4 T4 LTk (nactivity Timeout)
CDATLavEE->T, PATLABEMICT VT4 71— #0JT7O S 5FET
DEELTVEVBRIORSZEZELET,

TOT4TEBEEZETLTCLAEIFEHO I TV FLERA,

13.84BE—TJ 74 )LD DICOM RY 1)—>< 3w b (Single File DICOM
Screen Shots)
CDATLavEFLT, AF Y UTEBRINTVNEIRY =23y NETARTH—
D DICOMEE I L—LRAYIIZEFEDFET,
13.8.5 DICOM #%4§ A% (DICOM Transfer Method)

Makoto Integrated Imaging System™Tl&. DICOM 7 7 1 JL%& PACS ~N&E{EH S LT@E
BEIBAEIC2EBEHYET, AMVOFENTIHILETEHEBICGE>TVWET,
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Makoto Intravascular Imaging System™

iR ER AR

PACS VAT LIZL o> Tl&, ZE2TE % PACS BIEAEICHIENAHY £9, PACS #
EZROBEAEICTZBICIEFIDA T avEFENET,

COBEEAEIIEESINBDICOM IZ7AILDAVTUVIZEELEFRE A,

13.8.6 EIRIZAZIZF % (Enable Printing)
AT avEFELT, ¥v—9 L=7L—L¥», LEA—FE—FDELY +7z—X
T” Print” REVEAMZLET, KVRATLNS LR— FENRIT I2ITE#RED
HHETIVA—EFMILTLESL, ERMEOHET) V3 —DEFEICDOVTEFHLL
[£. Makoto™H—E R 7ONA/ A—F TITEKCFE &L,

1387 YE—Frarv bO—)LEEH#IZF S (Enable Remote Control)
CDATavEFE-LT, KAV FO—FLEHBLTVWA DT —TILDEIETD—E % H
819 % Makoto YA TLA—H AL A3 —TD—XEHEMIZLET,

13.9 USB/DVD (Y4 LATEEA T4 7)
YN LAREA T A PAREINDT— 4DV BECT—4 IA—T v rDF T3
ViE. COEBTRET A ENTEET,

Settings and Tools
DICOM formats to include
MNIRS—WUS PRl TERT T Ml Medium (Better quality) ~
MIVUS YRl IR Ml Medium (Better quality) ~

mRepolt

. Screenshots

Standard formats to include

W Report [PDF] W NIRs-IVUS [AVI]
Il vus (avy

13-8: Y RTLMDEE, ” USB/DVD” U3
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Makoto Intravascular Imaging System™

iR ER AR

13.9.1 DICOM 2#—Twv k
EDORVICTRLUIFIAAERZ DICOM T4+ — v &, MYSNLARRGAT 4 7~D
IHRAR—FZHLFATEET, DICOM EBEDT7AIILDI Y AR— ME. 1 DD
ETITAET,

13.9.2 #&#£ (Standard) Z2#—<v b
DICOM 74— v FUSNTHIBATEET—427 7424 TTF, DICOM TlL# Ly
ZEITA—IX Y FDT—EIT7A4INEA TEEBNMTEIRTBHEELTEET,

ZHETA+—T Y ME, DICOMY—ILAFBETELRWGEICERERERMER. HHWIEE
DLEa—IZEBLTWLET,

13.9.2.1 AVI [E# (Compression)
IVUS % LM IVUSHNIRS T—42 D avi EfEREX. ROaA—T v 9 XVviD IZRESNFET,

13.93HXAT47
BEOEyL avEHFET B EE, AT 1«7 (CD. DVD, Blu-Ray) IZTV X
R— b+, B ETHEEELYET, [lFinalizedisc] DF vy E#5EIE. BLCA
TATADEBMDIY RR— MM EIREEHY ET,

13.10 1 —HEH (User Management)
ZDtY Y3 vid Administrator (BEHEE) 1—HRITTY, OV 23T, o
—H YR FDEE, 1 —FHEROLEE., /AXT—FOREOCEE. $&UH D Makoto
Integrated Imaging Systems™"M > 1—HFTO T 7 A L EZHETEET,

Settings and Tools Settings and Tools

13-9: YRAFLDEE, ” User Management” €493y A—HER (£) L1—HFDALVR—r/ITHRAKR—
(B
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Makoto Intravascular Imaging System™

e GRS

13.10.1 A —H D EE (Manage Users)
ER1—YOVRIERRLIEZYEETEFET, EBEE. 21— 0771 )L%8E
. HikR, HEHNIRETEFET,

13.10.1.1 EHEZD 707 74/ (Administrator Profile)

Zn7adrAI)ILIE, fOEFEIL—HOTO T A ILEER LY AT FURALEYT
EFET, BEEETOT 7ML PACSEER YT ATV )R MDEKEZEOHEHR~D
T2 ADNARERE O R T L EE?«T Ebi7omﬂ%jﬂj74»@/Z7Af%
BIRTDBET—INTIEATE, T—3DA Vi R— TV RAR— L AEETT,

13.10.1.2 tZXE 707 7+ /L (Standard Profile)
NERRTLD—BA—HRFERTSHTOT7AILTT, choDI—HIEXENE
A4 URBEREAALBITNRIELGRYEREA, COTAOT7AILTIEVRTLDEE
AT avICk2TRETIEADHREINZGEEELHYET, EET—FIERTRTE,
BRELTBEWEGRMLA VvR—FHBWNEIZEIATY x:l-i’— FTEZET,

13.10.1.3 E#£ 70> 7+ /L (Anonymous Profile)

“Skip” #EEEFE->TOI A VIBEREAALLGWNEEICIOTOT7AIILNMEREINE
T, cOTAT7ALTEITA VY LTWARITOT VT4 TGy avhCR&ELT:
T—RUNE, DRATLEDMDBEELEET —FE2RTT HERIHY FEA, VX
TLDEREBERCT DIV RAR—rF T aVFFIRENTLET,

13.10.1.4 Y—EX 07 71/ (Service Profile)
S—EXRBHEEDOEOICTHBHARICHOMLOERESINTWLNSTOT7/ILTT, K
VATLEBEZEDEHICHRELEZY., EBEA—YOTO I 7/ IILEETT =8I,
I —EXRBEHRENMERALET,

13.10.2 2 —H D41 viR— T Y XKR— k (Import/Export Users)

13.10.2.1 2—Y¥D+4 27—~ (mport Users)

BY4s LATEEA T « 7 TEMA Makoto" 1 —H T —AR—AD I 7 ILEELFET,
FATES 771 ILHKREREINET,, AlD Makoto Integrated Imaging System™h 5 1
—HPT—ER—RT7MIEA VR—FTBIZE KRRENTWVWEIZEDLRTLIZHD
T7AIWVNRA DL T F7AINEEI ) I FERIFEYTF L’C” Import” 2 1) v &l
FEVFLTT—IR—REBERLTLEZS L, BRLET—E3R—XXT7MILIZHD
FLOWIA—YNXTLIZEMENET,

13.10.2.2 I—HDI I XF—F (Export Users)
DRTLIZHBZA—FTAT7AINENVITITITHEORYNLABEA T AT &S
YFLET, CDT7AINEFE->TI—HTOT 74 I/L%ERD Makoto Integrated
Imaging Systems™"~E&l¢ 5 & T, HERNIZH DT R TD Makoto" THBED 1 —H
PRI EHMFTHILLTEFET,
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Makoto Intravascular Imaging System™

ik EiEAE

14 ETAIHIRR—bF &XBIURATLHES
AVRATFL . EFHBEUVT—4E2ZETEENTEET, 1. EEINEE
BHEDHDI X EERRATFLEA FO—IILERET I ENTEET,

SOt a3 THBEARBASATLSHEZERAT SICIEL. Makoto™a > —JLA
BT —JIVEENDEICEIHEEAHYET.

BE

141 TR IEZHEA
DVI-D #—7JLT Makoto"a oV —JLENBBE= 2 2RI S LITKH>TTOFL
EREHNTEENTEET, DVI-D y—JILEMEHDIHFICERT S &, 415
E-ARE@EIZ 1920x1080 EY EILEEZABAShE T,

ATaréLT,. THRR—FESh-ETALEEREL 1600x1200 EY L (FAR
7 b 43) ICRETHEELTEFET, HREICEAL TIE., Infraredx™H—E R $BLE
HDEIWEHRAT—H—ERIZBELEHhELCE LY,

14-1 : BgH H¥mF (VIDEO OUT) . PACS AiR— k., BLUXEHMEIRI 4 (X-RAY) Z2ELA U4 —Tz—R/IRL

DVI-D ETAHEAIE. RO bRIELIZHEL., AifMAS 3FEHEDIRY 2 TY,
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Makoto Intravascular Imaging System™

15 FREEEE

Block Level Chemogram
Chemogram

Chemogram Block

Chemogram Halo

Console

Console User Interface

Good Spectra Indicator

Guide Catheter Mask

Guidewire Map

Letterbox

IFUO163rL.ja (2022-10-04)

e GRS

Chemogram {FER A EERAI & EERIZ & F L % LMERI 0 Block
[ZH BN TWAEEERT.

BDfEIICEENDBEIT7 IS5—O N EET HAHEME T
THRENGETY T,

Block Level Chemogram D &&8%3

HEDREEH IVUS 7 L—LAIZH 1T % Chemogram D—ED T
RTC. =8 IVUS OREICEDDOV=) I TREIN,
FIhTWET,

AORATLDEEaVR—RV b, L—, YT ko7,
EBEEERLVUOIVEL—4RZ2EAFT,

(CUl: avyY—lDaA—H 423 —Tx—R) EEHND
A kO—LREVEFELT, T—2FWNE/ILE2L—TF 5
=04 2—T 1 —X,

A= TNV OBIZRBINE-BRELARY FSEEZAS
Yo F B4 —4,

VIR T7DONYHT—UIZEFENTHY ., BEBMIZHA K
WTF—TILEBRELET, COHEEEXI—YAFUIFTD
PYBZNTEET,

A—YNHA FIA NV EECT—F 770 FOFEEZHEDR
Y= O ESN

NAEDIUOTAL FRY =D&, HiEHELEA 16 Xt
I THAIEMRDBED LETICERZME L., HtAELEA 453
THHANEXRDT LEEEDLERIZEBRLI-HD,
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Makoto Intravascular Imaging System™

e GRS

Lipid Core Burden Index  (LCBI : lEEa7/mEA T v I R)
AF v U EINBELDERBICET3EEa7 S5-I D&k
MEIEZ 0D 1000 DHETERLIZHLD (ZOHEHMNK
ZFVEERBEITHEOEEGVLELY

Composite Image Makoto Intravascular Imaging System™& K% E T
Chemogram. & IVUS. # & U Chemogram Halo ® DY
=58 IVUS #&HF T,

Umbilical Cable Makoto™ a > rO—S&avyV—ILEZEHETBESY—TIL

XviD ZLDBREEICBEIND/NSCEEARRBETA I 7ML
FERT A ETATFAILEHTEI—T VI,

IFUO163rL.ja (2022-10-04) 15-2

infrared

A X NIP0O COMPANY



Makoto Intravascular Imaging System™

e GRS

16ATFUA

16.1 P RTLIER
RKORATFLIF, avY—IL, Makoto™a >y rO—5 (FILNNv Y /EEEHTORT
L) BLUAT—TIL, D3D2DEEMAMLOREY FET, ChoDEBDITIFER.
BLRM., BLXUHEHBMIZOEA>TNET,

VATLRUTOMNEREBEBELFET .

TI—bry—RTYoa—Fo & (REF TVC-9BPK)
U—IJL K&tz Catbe 5¥—T )L (REF PN2690)
U—ILRENI=DVID ETAHH—TL (REF PN2665)
MET—IBLUVETAHT—TIL (REF TVC-10PMC)

Infraredx™A & 1E 9" % Makoto Intravascular Imaging System™(TVC-MC10, TVC-MC10i)
. UTFDETILDAT—TILEFERTHLSICEFSNTNET

Dualpro™ IVUS+NIRS 4 A —2 > hT—7J)L (REF TVC-C195-42)

Infraredx Clarispro™ HD-IVUSA A — >4 AT (REF TVC-E195-42)
—TI

Makoto Intravascular Imaging System™® 3> Y —J/)LE KU Makoto™ o> hA—5
fTERIE. FEDBEYTT . A A=V T AT—TILORKRE, AT—TILDNRYT—2
[CERBENTWAFERAGRAEDOFIZHY FT,
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Makoto Intravascular Imaging System™

e GRS

16.1.1 PEMHLR

e Makoto™a >y —/LI, 6lcm (124" ) x150cm (B 56" ) x71cm (B{TE
28" ) MEHAICWEYVET, (Ur—TILEDEL)

e Makoto™MI LY —JLIZIEF ¥ X E2—N 4 DHNTEY. TFDS56 2 DFEBZEET
E. D2 D2EFRAEEETEET,

e Makoto™Ia Y —ILDNY FNLIFIVY—LEZWTHDELDTY, aVVY—IL%E
N FRILTHEBEFSZLEFTEFERA

e Makoto™ay kO—F (&, 12.7cm (IE5” ) x15.2cm (H& 6”7 ) x43.2cm (BfTE
177 ) QEEICIRFEYET, (UF—TILEKRL)

e Makoto Intravascular Imaging System™®DE &£ (X 202Ib  (92kg) TY .

16.1.2 BiE

e OV —)LIE, 15°~32°C (60°F~90°F) MEETHEE LA MTNIELZY FTEA

o OY—JLIE. 20%~80% (FEZLHZWLNZ L) DEREETHEE LA TAIELRY F
A,

e O2Y—JLIE, 10~120°F (-12~50°C) MDEE&HEATHE. RELLZTNIELGY F
A,

e Y —JLIE, HXEE 10%~85% (FEER LGN &) THE, RELGZITAERY
FH A,

o HMMEDHAHHT—TILIE. 15°~30°C (60°F~86°F) MEETHEAL. RELLZITH
XY FEHA,

o HIMDHIAT—TIVIZIK, FHELLLLIFIREICEET HEIEEICOVTOEHEIE
HYFEAL, ARITFTEL-REIZCEROVLELAHY FT,

o HMHEDHBIHHT—TILIE, -30°~60°C (-22°F~140°F) DEEHZHETHIXT INLE

nHYET,
e HMMMDHI2NT—TILIE, 85%LUTOHMBEETHELZITNIELGY FHA HEE
LW é) o
IFUO163rL ja (2022-10-04) 16-2
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Makoto Intravascular Imaging System™

e GRS

16.1.3 BEBRMMLHE

A#E22(E. 100 VAC. 120VAC. 220VAC F7=IE 240VAC. 50/60 Hz . BHHDEJRT
EELET, ERANED2—ILOAABEESLVE2—XDHKEF. FHTEYIC
fToTL &Y, 100VAC/120VAC TEIMES B 55 AL, S5AEM 3AG Ea2—X%#
2 DAWET, 240 VAC TEMESE SHA(X. 3A AREI 3AG Ea2—X% 2 DAL
F9,

ARIE, LAOERI—FTEMELET,

EBRERGE. RRAERILTL—FKTY,

AR DER Y S XIE, & 37( [ #33T9,

AHEEDEZEIL, CFREFHTT,

AL, Bluetooth®200)J_1.=7|:| Fa—JLIZT, P74V LARATERIET B EN
TEEY,

16.1.4 JeEaitik
Makoto Intravascular Imaging System™[&. 7 S XA 1MEFRMEL—FEEBEH L T
WEY,

L— "j'jll.'.(i Makoto™a > b A—5 & EHYT — 7)[/’& CT. avy—iEEHRINT
AT—TINEESNFET,

16.1.5 Makoto™ar bO—5
EERERE (X 960, 1,800 rpm T, #EHE Vv FEEEMNL R THREEEY ICEERL
*7,
WMAMBEIEREE, 05, 1.0, 2.0, 10.0 mm/sec TY,
TNy Y BEOMtARAISERIE, 155 mm (&/N) T,
Makoto™ > kA—5(& Makoto™a Y FA—FHENYT7ORTHEALET,

16.2 BEBIZOLWTOERE

OtV arvTR, RESAMBEL VAT LBEOFHIZOWTEHRBALET,

16.2.1 A—HOELE

Makoto Intravascular Imaging System™|&. AT —TILIREEDOZNIZE C=E%IZE
BETEET, REFNC. FEFESHMEIZDEI DA VICRESN TS LS ICEFES
NTWEITNELRY FH A, REBSFRIE R TLAICHIET 2+0 LG, BYLERK
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Makoto Intravascular Imaging System™

e GRS

ELEaAVEVMERA. TRICELOTHIEMDREAFRZ B SR TIE LY FHE
Ao

Makoto Intravascular Imaging System™ (TVC-MC10) ®DEAKEMS IEC 60601-1 [
HEASINIHEZREHITHELELTWS I LEZHRTHIDE. 2—HFDERETT,

16.2.2 *—HhDEHEHE
Makoto Intravascular Imaging System™ DFFE [EH—ERBHEENTLVET, REE.
Infraredx™DIEHEFF(XERREBEN AT LOERAMLGFEREZEFANIZONT,
BESNEAT—TIREEOEMICHGAZITVET, COHBIE. A1—H<v=a7
WICRRE SN TLWLIRNEEZMET HHDTY,

16.3 REEH

16.3.1 BERIEDEH
Makoto Intravascular Imaging System™&. —f&HIGEHh T—TILEREBEZEOETNIZE L
MERICERETEE Y,

E: COMBOII Vv a U HHE, IESHORECOFERAICELTVWET
(CISPR 11 class A) . EERIETHEAY 41558 (@EE. CISPR11 V35X B
NLE) | COMBRIERBRBOBEICHT IBEUGRENTELGNI L
BHYUET, TOGZEI—HFE. BFZBEELZY. AAZEZAL5F0DHE
BZEHELTLESL,

FEAEDFE. BBFEORFEEZDEFEEATEEY,

16.3.2 ARR—RADEH
AVATLDHREIZIK, +RHBAR—REBHBELELET, BRI—FADRR—X &
BHAT7 7 VICKBERBEROF-HIZ, TR RTLOEEE R EDRIZH 40cm(157)
DAR—ZANHETT,
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Makoto Intravascular Imaging System™

e GRS

16.3.3 BRIMEH
Makoto Intravascular Imaging System™l&. AT —TILIREZEOZTNICE L EEICH
HIFEMLGERERTHEAZTT,

RVATLIZIEE, 2=y FORBICFELT —ADRE v FAMEDLO>TVET,

16.4 BRIEEHIESRER

16.4.1 K&NH
RENFEBEET., ZRITESPENAFELTULEVLESICLTLESWL, BE. B
B, BIUVERMEMEIZLY., EREBROXLFRROREEHEETIBENLHY £T,

RIHOHMEER/NMRICHZ TS ZE 0, BEXAFRGOREMEEBANICIEEGT S
ENHYFES . ERBEDHMEIX. BEXHBEHBISIEAHY FT,

AVY—VIZIFFR R T4 ILEABRDVNTWVWET, COT 4 ILAIXEAML SROE., b
B2 TR, £EXENABRETT,

16.5 REBESSLUVHEVEDLERR
EE . Makoto Intravascular Imaging System™ &1 —H—([C &k 28Rl A T F U R (&
BEHYFEA, Makoto"aA 2 FO—SDEHHGA VT F U RESATLHNAD Y 1)
—ZUTOHEEICONTIE, [V 321652 FiREHEE] #8BLTLEELY,

BEALEOBMCEEDHAL TOMNFEDFMI. [€I/a32166 BEEELV
IS5—Avt—2) ZBRLTESL,

TOMDA LV TFUOREGS—ERFRBESN-H—ERBEENEZHRVET, VX T
LDEYBFHAVTFHFURIE, BESAE-H—ERBYUEARE 12 AT EIZE L
WET, FOBIZ, H—ERBEYUEFEIMLEICHR L TURATLOMEREZF I vIELY
FELET,

16.5.1 RUL\EHEIEH
FTRTDY—ER, AVTFUAR, BLUEBRIBRICE L TIX, BEFLOHuiEED
BEBLUY—ERIBHEFZ F =1L Infraredx, Inc.~ 1-800-596-3104 T THELVEhHHE
(EELY,
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Makoto Intravascular Imaging System™

e GRS

16.5.2 EWREESE
RKORTFLOAVY—)LE Makoto™a Yy FA—SDOMNEF, FRUE-ABKIZELESR
EMWNATERLTLLES L, BORFIIFFERALAZVTEZESL, RVRXFLOVY—
ILE[E Makoto™a Y bA—SDNEZEBT IVELNHSEEIE. ERESHIZE
LEEoMNVETERLTLESL,

Z{Eﬁ) miKISERT 3B DT, HECEREETRY RO
. RO FIBIZHE > T &L,

gt

LW BiEIEE Makoto™a Y hA—FHOARRFLOAVY—)L
RIZALGHEWESITEELTLEEELY,

>

E3

gt

FELTLEEL, Makoto™a Y hO—SDHRET 7 1 1\
HEJBRTELWESIE, FEFL OB OY—ERREEE
=& Infraredx™ [ZZEHKDE, IBRZZITTLEELY,

C Makoto™a Y FA—SDRET 7 A /\EHRBEFILHTNK SIS

-
3
II'

Gl

16.6 EBEBIUVIS—AvE—P
RKORTLAVY—)ILOFERSR, 7—2AWMBY 7 ko 7IE Makoto"a > kA—3 &
L—HRBEEDERMALEERREEFzvI LTVET, choDHESRNERINTL
UL, FRIEWTAHLDOHREDBENEYICHEL TULVEWNMES., VIO 7EEE
ZABEELESHIZIIS—AvE—CDELEERRTLET,
HL. SOIST—AYvE—INRREINEEEEI. COAVE—CORBIZELST. &
FEFEL DB DY —E RIBHEE F - Infraredx, Inc.[ZEHK L TLESLY,
FERUNDEE - T3 A vE—VF RVRTLIZEEA TR TLER A,
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Makoto Intravascular Imaging System™

mikERAE
16.7 rSTLa—F4245
fER EZA0NBRE POy
DRTLAERIZOEANTL (9> 3> 61 VRTF
- LIZBREAND] 288
DRTLIZERMN <
A S AR o [t7“/5|/ 13.1. : Y—
Ja—XHhHEEEL LY EXt24—[2EKT B)
=S
e BALTVGENE =FERE
CPU/NwTUMNERELTWLS Foi T <
SR TFLDERMN ROEBEMNM L MEE
ERSE () 5, [P 3>131) %
G AN : ° :
EEMNRE L TUEL PR A
FIEHKT B
EZRATDERKRE VE
ELTHY,
EZADERNA>TUGEL TFHZUNYVEZRADRA
[ZHHBRARZT VHFIFELT
9,
E-ARICERI— FHAER
AVY—)LE=4S SNTWLWDDZEHEND DB,
[CE@AKIISN | E=FHMEFH LA [t53>131) 2581
AN LTH—ERELA—IE
%
EFFa—FrEgEShTWG | ETA7r—TLE=4—
LY [CEHELTWADERESR
- . o e o 32 A, SR
MEE FANEL R T Lot | (Z7¥32 1311 %5
. LTH—EXREVA—IZE
L TULVALY “®
IFUO163rL.ja (2022-10-04) 16-7
infrared

A W) NIP0O COMPANY



fER

Makoto Intravascular Imaging System™
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FAbh5REA

*E

DRTLYVTRH
FIREd. T5—
Ayt—UMNHD

SRAT LD 1 DO/IN— YDA
Ak 811 -3 A A

DATLEAZIZLBUA
vIZ9 5,

AR LTI [+
22 3>2131]) #88BLT
H—ERXRt A —(EHK

OS WL ELRREF:IE., T—4
774 ILERAMNEL

DATLEAIIZLBUA
95,
BEMNERLAZTNIE [
2 3>213.1]) 288BLT
H—EXt 4 —[TER

BYFRYY—2
MRS LAy

USB ¥—JILAE b A EERS
nTLVEL

USB ¥—JILDEH %
BEE,

TIDANFHTILNS

YIORERESHELIMNTD
AEHSFEIZT S,

SATLNETHT ORIk
RIZELKERE SN TULVRLY,

(4 3>2131) #381&
LTH—ERXREA2—IZE
%

R F—HR— kA

RBF—HR— FAEMCGE-T

“Settings” &V ) v U ET:
(% v FLT” LogOut” #
DUV FEREIFZYFL.

RRINEL L %o “Login” M&ZATH—
R— FEHEDITT 5
M " . \‘%
“ A—EHBREATIGL, | Lig IR
054 vTER

A—HEMNELLARETATY
fd: L\O

A—HZENRT—FEIE
LLAALET
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FAbh5REA

*E

BHNIZIINAT—RKHAAASHh
f=o

ART—KREBANTEH.
EEEIEKLTNNRD—

R— kDB TEGRL

Kty b33
(>3 11) 288BL
Review Mode +4' TREZRTT S
JUHMHERE L 7Ly RESNET—2ONEZETS (5> 3>1029)] 2%
disabled BLTETORXv U EH
(23 )
TFT—A LY AR— o (€9 >ay 122] &5
B T
kAT E 2L FIRAER SN TR BLCEIEERIRT 5
WY A —FHER ALY EEEICERKT D
WABLIHIR (52 a>r1224) #5

BHOFIEAERE NS

BLTGERTSHFIEEX 1D
[ZE5d

W) 7E L —HHERMN

EEEITERT D

Select Phase [Z
BREHBEN T

FRTDF—BHURT LD
ﬁlllg%éhf:o

(o3> 7) 288U
TEHIZFIEZITS

(V23> 123) 258
LTT—82 %4 VR—+T
%)

T4ILE—HAHRDIRERFER
FEERAF Y ZRELAL,

(4 3>21212) 25
BLTIZ24ILE3 %5 UTFT
3%

WY A —FHER AL

EEEERT 5

USB RET/NM R
FRHF LA

TN ADNEEMNTT LY

A@D USB RET/INA R%&
FHAYT %
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FAbh5REA

*E

GBI SNFZTNA AT —4
FRETOTILEEBRVRT
LIZRYRALS ELTWS,

AMDUSB RETNA X%
ERY S

IVUS £ A — AR
ALY

BOLNILDORENETES
. FEYGERFZE,

(4 3>21084) 25
L THERTEICET .
BEOLRILERAET S

AT—TILDTSA TN
F+5

AN UBRMENF-EE
BEKTHAT—TILEDT
. FEXAT—TIIVER
EEERT D,

AT—TIVEBBRHHEEL TLY
g A

ﬁ%_%)bgﬁmiéo

(5 3>1084) %5

AN o=

BMELTLS,

BERERTEDRENANE BLTCIGEEGEREICRET
|VUS E{%bﬁ ﬁ\\ 1@%”@1%%@%%??5
[FOFTULNEY., AN UDEMENT-48
LEMEMNT S HF—FILDTS5A 5N BEKTHT—TILEDT
F+4 ¢ EFATF—FILER
EEtEET S,
HARDANXYITY | hT—TILHT7A/N—N

AT —TILDITHL

HARTA¥Y<TY
THEEEIZEL

AT—TILDETILHN
Chemograms Z4ERK L TALY,

(5> 3>44) #88BL
T. hT7T—TILDETILE
B EMEE L T,
NIRS, T—AMNERINT
WENEHERT 5,
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Makoto Intravascular Imaging System™
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FAbh5REA

*E

Dualpro™ & 1= &
Infraredx Clarispro™
HNT—TILHBE
Fr-FEHREINLG
LY

Controller A LOAD HIi&E(Z78LY

Makoto™ Controller MiE 1z
ByYaor rO—)LEFE-ST
KRN LOAD [2H B LS IZ
ERN

AV MA—SHARESINT
LMY,
(523> 131) 288
LTH—EXRFO/NSg 4 —
[2ERT D

HAT—TILARILAAa>r O
—SYry hE—EFETRHEWLD

Makoto™Controller h 7—7
WYy MIZHEAT BT
2. BtEDRE2UThHT
—TIL\Y RILZEEIZEIIT
B

BEJEY Fo—H U RADEST
RICAT—FTILAESRE SN,

O cA—35VYS Y B
hT—TILZEWL > AN
L. B8VtEy bi—45Y
AMET LT oERZEL
YET,

AT—TIVEERA A —D T
FDAT—TILINY FILA—E
T,

FyyTEFERALT, D
BERNYERILORE DR
E—HTHLSITEZEME
9,

Dualpro™# 1= &
Infraredx Clarispro™
AT—TILH N
A AN 3 il 7))
B (NERDEERD
U AN V1 %))
Sh-RICERS
nr-FFR)Snis

Controller B Y]ErEFIZ READY M
FIEIZH LY

Yk g BETIZ/\Y FILEE
# LE L READY DfHIEIZ
controller Zf & <& 5%

B Y 4% Lh(Z Catheter 12EHR%
VNI

Yl (2 catheter /N> KL
EHRELEL. YUy T%
HAELTNHAVERILOLEDE
DOWNF=RE UEF I
KII2F 5,
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FAbh5REA

*E

controller Y4y kHhSLERE
NYTHRTY FE5T,
HRATy MMV FILEE
ALTNHNYUTRHADY 7y b
[Z¥#RT SUIBTZ B UER
T5,

Live IVUS IR@EMNERINT-,

Live IVUS ERfFI(c
Chemogram AMER SN T
Wby, [E2v3y
9.1] &8,
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RESFHAELTEEFIILAN
vyOmMBFERYERY, [t
23y 9.22) =B8R,
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AE v URZEERINZBEIC
EUORES,

READY [CRY. hT—T
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T5, A¥X vt 5 —ER
DR N

Chemogram A\ E
BRENd

ERL S 70y T AR R LARE
Catheter ¥ 7 7 4 /\DEfE e ThER BE
75,
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UIZkBaLT-,
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ELVNYFT
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AIHEYEINR - BRIMzDR

AT —TILEXIBELBET
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FEANIHEMERELZYE ST
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YRS, [/ ar
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(5> 3>131) 288
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[2E#HKT B
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BLCNZEHBEL THET
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Makoto Intravascular Imaging System™
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fER FAbh5REA *E

AT—TILo¥ T L&
L . . | E®’OTAT—TILNAVE
NT—TIA A=) Zzll'}"?ﬁ\ L. RIZAA—SUHaT7
ESHOTVD, FLEEEL | 2mysa,

TWh%,

BEOAAFRIZHEST
737_'—7_'”/1&&*@—4_%)0

E—2—HENMEL
TWT, T#KR42
UHHEATWS A rO—SDKRSATAHh=
tE. . avbo— | XLAREFELTWS,
SOREEY v
OHEIOELY,

(453> 13.1) #5888
LTH—ERTONg 54—
[2EHRT D

AT—TILDINYr—D|C
HHO0Y FBESEFETA
Hd %

AT—TIL0ay FBSHERMN
HF—F OOy | FETITLEIRTLEL,
FEESNE I

AT—TILDINYr—2IC
HdAY FESEFHTA
hd %

Eb oy (RA A AF—FIILOOy FBENEL
Y (A AR

16.8 RHLER &

EXIZE LTI, HEL D Infraredx™ H— E XBYFE F = Infraredx, Inc.1Z
+1-800-596-3104 EF T EHK &Ly,

16.9 R T LFd

Makoto™a >V —)Léay bA—S5NDFAIEZ 3 ETY, Infraredx Tlk, BHEIZEH LT
FHAVTFUR, H—EREE, SRATLOT7Y T L—FEBIHGS5TEEHEL
TWET,

16.10 Makoto™ Imaging System D FEZE A%
DRTLDREBBEEFREIZOVTIE, BEVLOHBOY—EXTO/NS F—(TEHKT
M. Infraredx, Inc.ETTEHRKCFZE L, T —F ALV :
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Makoto Intravascular Imaging System™

MRk e B &
+1-800-596-3104.

16.11 HAOERE

Infraredx Tld. BARREZHREL. BULFHRSF. Y—EXEBE, DRXTLOTY

TTL—FREHBIHSI3ET, REGHRRENDOMEMICHEWVEITONE LS HEEZR
CLTWFEY, LA >T. Infraredx DR GZIE. REREICEEST HH1 K544 2%

BF L TCHRABLUVHESINTVET, BRTEYVIFERAIN, AVTFUANBIR
HhATLNIE, BREBEYRVIEHYFELA, L. CORRICITER>I-AETHEIN
5. REICEELGHEEZSZDTREMEIHIMENEFEN TSI EAHYFT,
DHBDEEZHFTSOICTDLSLEYEZFEAT LI LIEFART., ThITESR
PZOMERBEZETFLTVETD,

16.11.1 "H SO FR LS

RO EE, BREZORRICERTELRCBREILSIZA—YILEETHILTT,
EEHSRORE, BUILEEE, Exd. EREOZNTNOERFIAICHE > TITHNE
To VRATLDONIDUTR—HIRITONE I EHL. SATLANEYICERSATL
nE. APRBIZHT DURVEHY FEA.

CHOHMDBRAZERREY. REREMELTRELLGWV

&, CORGIFE. BRGUEZHRELTIERMESATHE

Y. CNoDPEZR>TREET H&. EXQIIRFFRICON
AEENDHY FT,
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Makoto Intravascular Imaging System™

LR E
17 %

17.1 & A : REES & VR BTSSR

UTDO+EY a3 THRASNTIVS & SIZ, Makoto Intravascular Imaging System™ ZBEARRYID—E
MICRETBELEALEDY—ERYR— FOERBIEIL, RETHN—INTWVET, Infraredx™2t D
RIIEHTHICHA—IATOWVEVWLDIZDOEELTIE, EHTELITHR— FERHELET . Makoto
Intravascular Imaging System™~®OHR— k E 1= (F CHARTRELR Y —EXSR— b+ T05 S LOERICE
L TI&. Infraredx™#%t 7 1+ —)L KFH-—E X &B [+1-800-596-3104] FTIEHKLZELY,

RAF
Infraredx™ [&. Makoto Intravascular Imaging System™D§ R TOIZEHRIZIE,. HHELUVEELEDR
MAMBE W EF—FEMRIELFT, Infraredx™it 1L Z DREHE D, HowdREaVR—R2 bEF
DEHRETEBRFLEIXZBRLET., KBIZIE, BEAVR—RV FEREHRAEENDIEAHY E
T, MHRIIMMELESEAVEZLEV-ERFREHBOKRTE. Infraredx™# DIEEH — E X (L E
TIBEBAWEITET,
Infraredx™#t (&, #B/EFATIEMTHRIASNATWLDEY 7 b 7H, @YIZA VR b—ILEnizi5
B, FOTOTSLGESDETERIELET, Infraredx™t(FHREBEHR—FERM. VI b 7DEBED
TINJIEE] #FAAEEICE AT, BMEALGLTRELET, CHFEICLYREAIERSL
TWEWREY ., REEARMIL, Infraredx™#DHENN—FIIT7ELVYV I bz T7E20HA VX b—
JLLE-BICEBLET,
LFEROREE. UTZEZEADNINICRLST. BA. FEEFLEBERUCLLTESICITERIAELEA I
BINTWVEWARL—FIZ&EFER. BEFOFERORETHRUN TOFER. FEUELEF+0HA Y
TR, Infraredx™M#EARE L TWVEWY I Rz 7ELEFA 23 —T 2 —ADA VR =)L,
Infraredx ™#t AVEF R L TULVRUDMERR E(XY I b2 7DERE. Infraredx™ £t F f= [LInfraredx ™ 2L A3EE
Al LIS EEF LS & H1EHEE,

RAG DL, &g, KIEIZEL T

REID Y L—LITEOHNIZITL, ZET HRIMHR P (CInfraredx™ AN ZE LR ITNIEGEY FHA. &
BFELEIREDEOHICEZORENPBELRIZEICIE, Infraredx™#th X2 7 —H—EX ( [+1-800-
596-3104] ) MHiRMAFE (RMA) ZEEBTHILELAHY EFT . Infraredx™# A E BHBID A E L BAT
[CDWTHETRW=LET., AEHIVIRILOBEDEHISRFENIEFZOIUR—R2 FE, WY
IThEInfraredx™MHB AR FIT—H—ERXDIEET HHET. REEZHNFTTRILLTEMEINDEDEL
F9,

REEICKURMELIBEINDS, IRXTOHESKFLFIVR—RY FOERT. BAZOEIBLLE
To IRTHDBEICEVT, BEFLEFIVAR—FR2 FOBEORRALCZTOMEERET 5DIE
Infraredx™# THY . BIHDOREFIFEMGEELDELET,
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Makoto Intravascular Imaging System™
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BHTE DR

KEBME S &K VENEECER L, Infraredx™LITIREDS W -#25 T, BUIZHEROEEFTHE L TR
NTLSEZHBRRABITRESATVETAERY FEA, BBNESIATISRIANSINIGEE.
Infraredx™#t &0 ) —= VU VEBEREZFEREBEICHERSI BTV EEET,

#IR

A{REE(X. Dualpro™ IVUS+NIRSZ 7= [ZInfraredx Clarispro™ HD-IVUS. Intravasculari 7—F /L, BH&
T 5T R MRS, F-[EMakoto Intravascular Imaging System™[Z& FN A LOEMEERR (It &t LY F
Yo ARIEFTBEBEDVATLKRIE, V7V—=2T FHEAVTFUORIZEBERAINER A, BRIOH
Al 7% LiZInfraredx™#L ITRA S -8R (. EHEBRETREYRINS I EELFET, Infraredx™ 4t
T, COEBDOLEHKRE KPS EBRNBMNT S LG EREIEPET HENEZRFLET,

nE

BAZX. FEUEGRE. ADAG. FREVHDLIFEYMOEBEETEISHE. BFORER, 7T7U5r—
vay, B FLEERFEASOBEHEFERZED. Infraredx™ B ZOERIZEEE L 1-BX £ 5IR
BLICED., BRFLEZOEAICEEL T, #igE, Mii. FLEEREOERICERT 5L D EH
BALIZED., E=FICKD—VIOFHE, KL, R, VL—L, fid. 8. BEAFLEIELEH
ETERASLUHRRERZETCER (UWT. MBX] £9%) ITxL T, Infraredx™tt, #B. LU
HFAISN-READE—NDHMMTBENSE L ZBLRERE. Infraredx™Ht ZHERUVEET S
EIZEELET, Infraredx™#DOREE, B, FLEREBAZWTAE, gTBOVWTIEEEF LS
Y, BRICEAL T, Infraredx™%t [SEMOEHOCEEEETIENEEBEEA,

SAt2X

Makoto Intravascular Imaging System™[&. Infraredx™#t Wt DY 7 Dz 7&%t ( Tinfraredx™%t ®

YILDT7HTS54Y—] ) hoSAEUREZITEY I b7, &L Winfraredx™4E A BEFE LR

BTBHYVIRITT7ELUN—FIITIZE>THEREINTWVET, Infraredx™#t & & Yinfraredx™ %t

DYVI LD THTSA4VY—DA VR —IULEVIT bz 7HR, BEUITXTOEEEE. EIRIY.

BEUYTHUTAV] FREEFEH (UT. TVYIRDx7) £T5) (I, ERELESLUVEREE

HEEH., BEUMOIHAFRAEZOCRFICIVRESIATVET, VIV T7EBATOADERE

LTEERTTHY. FEHMES A £ X Ff=[EMakoto Intravascular Imaging System™ & DFEFH % B

ELEYISAEVRELTRESATEY., S1EVRIE. ZOHBLDOFDSTA U AEZHTELY

HLCREINTWREANHYET, YVIMIZTELEFFO—EDO VI DEFRCHREEL. Ch

[CE>THBABICEESIN:-LITEHY FHA. BAEIE, YT b7 %Makoto Intravascular

Imaging System™D#HIZHESEDEL, LTOZEFTEFEFH A

(1) VYI2roxz70—8FELEILBEIE— Ny I T7 Vv TOEKMUNT) . HEE. EE. ) —X,
FEY IS4V RTHI L,

(2) VYIRITT7EERETDH. FIEZTDOIREIREZIEMDIER

3) YIFRITT7ORTLGELEDREMHAZTRIIRRTSHI &,

(4) YIbr9ox7Exy b=, BiE. FLIIMMOFETEFHICESZ &,
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BAER., YVILII7ORBNTEICATRELRIERSNGEVESBEZHTL. RAROZHET
HIEIZAELFEY, BASNIERICIYBREICHIT SN TVWAHRZRE. VI NI T EETH
. TAVNRAIL, FEAETEEETEEEA,

Infraredx™#t1&, COERMYRDICHE>THRFEEINIHBOERF S L UVHEIC, SEHGEENE ZGD
NBZEFERIELET. VI Mz TIEBRROFETRESIATEY . Infraredx ™t (X Z DEEH DT
SN, HBEIWEIIS—ONTZEFHEVWTLITHLTIIRIEIELFRA, REICHTIHEEE.
B BE. BLUEN BXORMEED) ODITRTOIVRIIEZEAZEIZHYFT, B, VI btz
TOEZOBEFLIEERIZHLTIE—URIAEHY FEA. FAEAEBSLIUVLEICEHE SN TLIBHF
BEX. AR EEAN~NDESHEORTHHELZSUNENCRLT. ZOERAFEZTOMICK
VBATRNELIIRRNICHOMD LT ZZICHRBREATVWVEVWEDRTRTORIEICRHY, ThoFHE
BLET,

HEOMYEKEL., RE. V-0 BLUESIE. &, ZH. ABE. FHLES & Unfraredx ™4t
DEBNADZOMDEBIEIL, MRESLIVZOFEAICIVBONSBRICEEFZZELET, Infraredx™%t
X, BEOFERICEEEIIHEMNICER T 52— U0BAFIELRNLELIEXL, BF. £ETER
(EAATEeEL. B, K. AR, T—2FLIXERADEXEESAEITH. THICBRESIFEA)
IZ5xt L. Infraredx™# N FD LS HEEDRREEICDODWVTH LI TWW=ELTH, —UIDEEZED
BWI EELFET, Infraredx™stid, HRICHEL T, LWHRIHMNERBZCEEREZES ZLIER
K WODLEERZTDLIGEBPLERZESI L EHALEEA,

Infraredx™#t (IBFIA. BLE, FEBREIA TS RIHLTE—UOEEEZ8HT. TODL
SBETFNARICEALT, BRHFLFZERMICHOHLST, BREFLIIBEENOBESHZSOMNE
NICEST. —YIOREZITHOEVEDELET,

BH R

Infraredx™#t 12 & 2 EEMNE LR Y . Makoto Intravascular Imaging System™ Z#iti 3 32154815, HEL
ENDZTATOMBEHAIZIGTHLERZZAL. SHICHEHEEEZEONTNICRL T, TTO
BFERNZET H2EE. ED. AEFIHSIBDELFET, Infraredx™#t AR L= Hfii T —4 .
FREZOESILT—FDOEROEYE. ZATHABHRFERL THEELEIBRELAVIOL
LET. BABEVI LI TIEXRERTHDIILEZRKALET . BARIL., XKEHEEERHE LU
XEBLVZOMOEOBFNETT S, T2 F1—H, RREASIVENEOEHZED. &4
BIRNTOEBREIUVERNEEZETT S EICERELET,
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Makoto Intravascular Imaging System™
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17.2 18% B : £AFEN B L UVBEERRABRDE L

Infraredx™ MDEFNEE (NIR) BEEIRATLIX. BEIARIZES I T2REXNRTHDAEE
2A77F5—% (LCP) #RHT DLOICHARShELz, COVRTLDLCP DM
FILTY XLITEFEN AR TORKBRE SnzDENSIRESNE-T—2 12K > THE
ShFELT- (CDEV3), RIFFIZ. EEIIRD NIR FHAMENEE 4R R
(SPECTRACL)ICTHMAKAATINE I NFE L1z, £ARNRERIT, ERFEEE L NIR
HBROEESZRAABEL. —ABKRARTEARANE L UCEFRNGTRORFNEZE RA
HEELELZ, Z0%. TELMEDLAIRNUF (MACE) YRV DHZEECIE L
TJrAVPEHETDHNRBAEEDREAZRIAESICEHET 57-6. £ARNERKRKRE
(LRP #f%) MEEEINFE L=,

17.2.1 A{k45158& (CDEV3)

HEEE R

AERNAEROBRIX, LCP 23T B1=MHIZ. Infraredx™ NIR E{§ I X T LERIE
L. PRIMRIEZ T H_ETLIz, VATLDKRES KU, BEEDMEBFH
REZRBELE LTREABEH SN ABODE, SRR EN-EBEREFAL T
EELEL,

HEROTHA Y

Infraredx™ & R T LDIRIE EFEEIE. 84 ADDEMNSHE L TEHEINESAE LV
HBFHT—2ZAFL. TDS5 33 AREIKREDEFKIC, 51 AR IEHREIEREICEA
ShFELEZ, REOT—42 Y bE. NIR RS ¥ VRIEEMNS LCP DEFEEERET S
ZEEHANETIVEERT H=OICFASNE L, XETIE, TORKEEET 2ty
D LCP R HREDREBRZEET 52 LTk Y. FRIMBIIZHS ZHLE LT
KRES S VRO B EARER /2 (. MKk & OERE NIR AIE M R 2 RICH: < BT R0
FHEGERMNAIREEICHES LI TS VENREICRYFTonFEL, A¥vUEE
T 240rpm D EIERERE T 0.5mm/s ICTEIRO R SITR > THREF Y TE5I SR A —
FTWNY I TERLEL, BRORARY MUK, #940Hz TERELFE L=, 50mm
HCOFEHYFRS T, COMRKOUA 1 &Y F15 4,000 =i < OEBEICET S
HEEZERLEL-,

LCP &(F, BEELGUVWEABRDEEA 60 ELE, FHE 2000 L EDEEEaT7ZAL.
FHE 0~450p DIFHMERIEDH AWM T TO—<, EERSINF L, 1 RO
RIZDOWTIE, Bk 2mm EOBIE (Block) 2V &DVEDETSNE LTz, EIARD
HBFRFEIE. TREAHA D] TR TREZESASELELZ, (ViMmani R,
Kolodgie FD, Burke AP, Farb A, Schwartz SM. [Lessons From Sudden Coronary
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Death: A Comprehensive Morphological Classification Scheme for Atherosclerotic
Lesions.] Arterioscler Thromb Vasc Biol. 2000; 20 (5) :1262-1275) .

&1 Fr—DBFERITE. BEEL L UTEH

H (n=51)
B n o (%) 36 (71)
T - EEREEE () 65.9 + 15

BERE n (%)
= i E 31 (61)
1S e B 21 (41)
HEPRIA 17 (33)
CHF BE{EFE 16 (31)
MI B FE 11 (22)
CABG BX{FE 4 (8)

R n (%)
I B 40 (78)
i i B 8 (16)
784 3 (6)

Infraredx™ S R T LDEZWFEEERD 2 DOEKMERICET 52 ZEEEEiFHE

(Receiver Operating Characteristic : ROC) HH#RDEE MR TmiE (area under the
curve : AUC) ZFERAL T, 3 DDOREREFMIEBICDOVWTEHELE L=, DF Y.
LCP OREMNARE. BLXURF v Y LEBRBIPDEAREEITATORIETT,

FEFMEBE RYEMREEDESIZEF LG LCP B DREEE
BRFBREEEIL. XX v 2 LESIRO 2mmBlock [2DULVT, REEED 3.0mm LLT®
Block Chemogram & {E & 2 ® Block M b F 1= E A DMERIFHELE L HEZ L. ROC
fBifrxE 35 & TEE L E LT, Block Chemogram Mi&E (X, R ¥ ¥ v Sni=Eik
2mm J 0w %4 ® Chemogram BEZE®D 90 /A—t U2 A ILDBRETHY . ChIFBEH
[Z1d Block D& HLEBUWVDEIZRD 10%I(Ix L TWET, BEFEMEEIE. & 2Block T
DLCPHFEDHELLFLE, BEE. IXTOAREEDOHLHHEEF TEL SO,
ROC Bh#f & —1m9 % 1= IZE{E Block Chemogram {ED Bt H K Ve —BE £ £5t
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L. ROCHifE TE E (AUC) AEHEINFELE, TELMEBIZDOLNTIX. LCP E&
TTS5— Y DFEMMERIEOESIZODWWTAIL4IRZHITEBEATLT =,

BILREHEE 1 - #RAEMBEDE ZX470.45mm FKFHD LCP BEH DIREHFHE
ABNREHAIER (X, TEFHMIER S RBEORREBITAEZFERALEL=A, LCP
EEZF T 0.45mm REDBHEEHEDESEETHIELDICRELE Lz, 0.45mm
ULDB#EBEDESIEHIT S LCP I, BHEO—EE LTHRITSAE LT,

BIREFHIEL 2 : [EEIFHEAL>T v O XDIFE

CDEV3 RO ABREHEIER (. AR TLDEIRMER. 2FY. BEa7H
EAUTYYU R (LCB) ZFRALT, AF v U LB DIEEI7REDHKREH
HIEDEMITHEITIZETT . SFMEEDKEEIL. LCBIEE ZNICHIGT M
FIREE L DLLEC ROC #HTZ AT, BYICAF v U SN-BARE2TRTICELT
FFlichFz LIz, IXNTORNEEDLDZHEMICEDHFE L=, LCBI &IE. Chemogram
FOFRENSRERVA LY OSBADEBIZREMICHIET HREN 0.6 THADRF vV
L =885 ® Chemogram ERDIHMTY , MHMFHEELE LT, XF v LEzES
[CWWNEEH A XDBHTTO—YHFEDERELEL R, BEF. I XTOTEEMED
HHBMERTERLST1=%. ROCHIRZEZ—FT 571-HICEIE LCBI {EDBEMEH & UIEME
—HEAZEFH L. ROCHBRTEE (AUC) AETENELT,

HEREER

REMFIEDOE S (CEFZREG < LCP 2T 527G X T L0 AUC [FRBEEMN
3.0mm LTOEARTIL0.80 (95%CI : 0.76~0.85) TUL 1=, EfEMHHEDE A
0.45 mm Ei#H®D LCP Z# I L TILX. AUC [£0.80 (95%Cl : 0.76~0.84) TL
fzo LCBIZAWTRF Y U L2 TOHIRBAICHET7 TO—LEEDEEZRET
A AUC [F., I RTOFIREZEIC LT 0.86 (97.5%Cl : 0.80~0.91) TLT=, &2
[F. 3 DONHRTMIEE DEHHEERREFTLHI-HLDTT, 17-1 [& Block
Chemogram D& ERME (FEFHMEER &L VEIXREHEIER 1) &K U LCBIFE (Bl
REHMEIER 2) OFEHELTHRETINEBIEEZRLTLET,
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iR AE
& 2 :3 HE DL ABREFMMEE DIEERE
AEREMIIE B AUC

FEMIER

BHMTIERE IRV LCP RE DIREREE
BIREHEIER 1

RHEMWIEIE 0.45 mm K& LD LCP RHE DIRBEHEE
BIREHEIER 2

IEEATREA VT VI ADBE?

Lol 51 &, EhARERS 122 B Fr. 1909 M 2mmBlock, FEXREEZE 3 mm LLTF
2 gk 51 8. EMARERS 120 & FR

0.80 (95% CI: 0.76-0.85)

0.80 (95% CI:0.76-0.84)

0.86 (97.5% CI:0.80-0.91)

17.2.2 EERKHEE (SPECTACL)
SER B Y
SPECTACL O2ARMGHERB ML, BRERZH THEONAEE L FIRERAN /LN
FBIEEEDELUMEFFMT S L TY, HRFMEEGLHERIBEREEN /LG
Mo1=DT., £FEND NIR BIREBEDOFEZEZTFMEI TETELEAT Lz, KRR
[F. EBROARY PLT—2ZFZANT, £ARNTIRE LERAEERNABRTHERLE:
FERR LML TNR S EEENT AT,

HEBEOTHA

SPECTACL (. #ifitr4 T« 7BEBIRBEDERNWFE-ILERE DR EHEEIAR A

IRB—R A EZITHEEANDARELSHEEEARBRARTT ., TEMEITE
THRME. BEIURELE-AUTEIREZERFOBEEZZH LE LIz, SPECTACL ®

ERERERER (X, BEDNDOIEL-ARY LT —2 DA, EARNFHBRTIREL AR
JRMLT—2 O EEENLTEUMERI ZEFBNELEL

SEREREAR . EMIRER S & U B

SPECTACL M EEHERIX, KBS IUAFTFD6 R 21 v AMERSILELz, =

DS, &5 106 BOBEMNRRBRIZEFINFELIZ, COBEEFEDSH, NIRST—4
X 17 BDEEINSIFINETELEIN o110, 9BDEENSIREL-T—F2 L

F Lo NIRS T—AMELNEN--EBRAIX, MEEBRTEE (78) . T/ AW E
(7T4) . FEHMNEIR 24) . BLUREULZAR#ESOEY F 7y T 14%) &
ETLT.
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ke E
Primary Endpoint: AUC = 0.80, 95% Cl = [0.76-0.85]
100 yG 100
”
a0 ,/"' a0
#
-
r
5] ~ G0
<
"0 e 40
”
-
all 0| —— PPA
i — MPA,
] . ]
0 50 100 . mm
100-PMA Block Chemogram L & L\
Secondary Endpoint 1: AUC = 0.80, 95% Cl = [0.76-0.84]
100 = 100
-
a0 ’/"" a0
#
-
r
5] ~ G0
<
“ a0 e 40
-
/,’
ol - 20
’J
,o“
] . ]
0 50 100 . mm
100-PMA, Block Chemogram L & L\
Secondary Endpoint 2: AUC= 0.86, 97.5% Cl = [0.800.91]
100 ~ 100
#
o
£
a0 /“/ a0
50 et 50
<
i i S 40
L
.
ot 20
-
/’J
0 : 0 : : :
] a0 100 ] 100 20 300
100-PRA L= ME

17-1 : 3 DOFRBRFERE (CBIT S ROC BhiR (R LBER & VEEE—BEMR vs.

FHEEE — SIRERMEL L, 2mm Block Chemogram vs. fAREFHIEZEDRE (510, BARERS 122 BT H & U 1909

) 2mmBlock) o Block Chemogram L 3 BORME (F. BLA LYY, AEZVWFLUCHEIURBTER) 3.

Bt - BE—BEOHENOTRINTUVET, B: BIRFERE 1 - 0. 45mn REDOHEFEDRIE. C: BIREFMR

B2-REa7HESA T YI R (LBI) vs. MBNELORHE (5110, BIIREES 120 &/F) . PPA : BRI,
PNA : E2{ERIRER,
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BOBMBEEMDI> L, 30&DT—RIE, 7PITYXLRAED-HICHBRBAMFIZETHE
ELFELE, TOKBER. ERRE I VEFRND NIR AIEEDOEUEZ FRFFMTES
LDELTIE, 59 ZDEEDNIRS T—EMEY £ L1,

&3 LN DEEERIFHSL S VR IIFEL

HaEH n=18 El#&i (%)
Fr (%)
EH+/- ZEREEE 65 + 14
14 5|
Bif 13 (72)
Aig
BA 17 (94)
EA 0
TOT AN 1 (6)
AKEFHEER 0
TAYHhEER 0
ZDfth 0
EX B
IR EBIRE B REE 9 (50)
= £ 5 14 (78)
#E KR 6 (33)
=28 ¢ 9 (50)
DEREEDREE 1 (6)
A i 5 2/ — 2 14 id i I 4 9 (50)
Zg2mHHre 3 17)
1A
D1 EE 11 (61)
FEi 1 EBGE 3 a7
T B 4  (22)
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&4 LARNBEERIGH. BEES - VBEITE

= pedn n=106 (%) * n=48 (%) =2

Fn (&)
F+- RERE 61.7 £ 10.0 61.4+9.2

14 5
Bt 86 (81) 38 (79)

N

BA 9
ZA
TOT A
KEFHASER
TA)NEER
Z Dt
TRA/REE

LBREhBEOBH

2RRY PSR BTNV I DHEFAMBII LY MBI BEY HRBEESE)

(90) 4
(5)
(1)
(0)
(0)
(4)
(1)

(83)
(4)
(2)
(0)
(0)
(8)
(2)

R NOORFR 1O
R hMNOORLDNDO©O

IEEEREE 70 (66) 36 (75)
SImE 74 (70) 36 (75)
& PR IR 23 (22) 11 (23)
IDEEEDRE 16 (15) 5 (10)
BEHA V2 —R2 Y 3 VDRI 28 (26) 13 (27)
TEEIAR/ N1 /SR FEHE 3 (3 0 (0)
A I &5 P 5 /— 3@ 1 Fid /8 I 6 4 0 (0) 0 (0)
REMEKRE 4 (4) 2 (4)
B EARE B D RIEE 46 (43) 19 (40)
BE 7 HEIOKE 67 (63) 33 (69)
T EIFRIDE 54 (51) 27 (56)
Zg2mnuLre 6 (6) 0 (0)
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Makoto Intravascular Imaging System™

iVE S ET LR
BRERAT R n=106 =48
TR IDEHIEE 15 (14) 8 (17)
FRERE 10 (9) 7 (15)
R EFIE 40 (38) 16 (33)
I EERRE S 25 (24) 14 (29)
et Ry o fiPES 9 (8) 0 (0)
gZ2mEhre 1 (1) 0 (0)
Z D1 6 (6) 3 (6)

z2&H

SPECTACL FRE&(E. Infraredx™ BN EEMFFET 5 (TOREAIXLEVEDOD.
AEFROE=-F UV T, Z2ETOT 4 —ILIX, BRI, EUHT—TILEER
MhAHY E LI, Infraredx™hT—TILIE, IVUS A T—TILEYEBHAEEE L UE
AAENEM L TULVST=8. SPECTACL SRERIZIT 5 Infraredx™#zR (CBEET 28 E
BERORERPIVEAIL., +HICXETEMITEINTULSEER PCI EEFEED IVUS
WTF—FILERARBREEBM LTS EDEFEEINFELT,

SR ET (IR B

SPECTACL SRERDFEFMIEBRE (X, LCP 7T XL bL—=2F €y bOEIKRT—
AEBPULEZTINY Y ZETHEEDEEGZMAET S & T, FRMICHIELEL
=0 BRADBEDTILINYIIE. FOTILNYIIZETREULEREDARYT LD
80% LA EATERICRTEALMEMANREICESE L TWAIGEIE. £ARNAEEEE
BLTWBEHBEINELT,

AR PLE LM
ARG NMVHIZFBEE R TILINy Y L, BEPT—AREIS—DHERRKENENE
DEL. MBI LR SAFELZ, BRDRRY MLOBETIHEIZ DT, 1ML
DHhDHNERERECEDNTHIBLELz. ChoDBAEREEL, ARY MLEIE
EEDDUREENH I E—LOXBICHEYEHRET D-OICHKETSNFELE, HE
MONNEF. LTOREYTY,

o HAFTANVHIREXZHEL TNDIARY FL,

o HARAWT—TIRAHIZEEZFY TOEHEDHDARY L,

o IREBIEEEISHE-LZOARY ML, (BIZIE., AFEHEETIBOLD,

TS5AZIVTERNT—TILDTSA IV TREEBEREKAICTA Y ON

JIL)
o EBEHFRBAIFEREISHEFLTVWART ML, (BIRIX, ZEOMK TEAREN
RZiLY)
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Makoto Intravascular Imaging System™

e GRS

T—ADOREFMT S2EMNT,. TNy ZESH 2mmBlock [IZHI4ME L. % Block IZ
DVWTRARY MILAEYIMNE S M EFFME L FE LTz, Block HORARY FLD S5 75%
UENBETITHNIE, FDBlock (FARY FLELTHEYTHS EHIBLEL-, B
(TN D&, TNy I RHRDBlock D55 75% LU ENBEYI THNIL., TDTI)L/AN
YIDIERARG MILELTHEYITHD EHIBLEL=,

ARy FILDOEFELIE

2 ODNEEE-Y/NT/ EREH (MD) EAXARY MILFE (SFR) EWSHIEEEFH
WT, ARG FLEETILETBAREEY FOLODEBEZETELEL=, /NS5 /
EXEEEE (MD) (X, ZREEMICHEITEIHLIRA U FEEHDODRAI U DY FED
MOESEBMERMORETYT ., ARXRT ML x ERELY FOART ML y DFAIT-
OHIZ, MD FHMEEZEIL., LT (FAEAL) ITKYUBELNET,

MD = (x-y)'S ™ (x—y), (1)

ZCT. ST, bL—Zu Pty FORIBAEREDER T, YATLOT TV
—2 a3 VRADT—RIE, 2IEMHE (LCPIZDWTEFRLIFA) THEH. £V FRIZDW
THIZEMDs #5HELZE L=, 45, 1 DOMD ZIED LCP H#fE (MD+) #H3 5
REARY MLOHTEy MZDOWTEHEL, 35120 MD 280 LCP £

(MD-) #HTARERRY MLOY Ty MIDWTEHESINE LTz, —EDRIERAN
9 BILIE, 2 DDEERE (MD+FETzIEMD-) D5 B/MNSWVNFEBYET,

SFR &1d. RIEEEY FOEREFAMDOFHLAICKT 2REERARY MILOKRET AT
DBFDED_ETT, AR MLOBRELEX, ETNUIZKYBIEL-TEROFERT
TERITERINSHETERARY FILEERILIEZARY MLOBDERTY, BIEARY k
IWERERRY FILIZHRIGT BARY RILTRZED eva & eca [ZDWVTIX, FNFh.,

1 DDARY FILRDO MRERARY RMLENERIZDWT, SFRIEX, UTFICKYES
nEzY,

SFR=M( e, ). eeais’):
Py i1 kel (2)

TNy IRADBEYEARY LD S50 L 80%M MD & U SFR HICEEZE
TRZEE. TNy IFELUE DB EHIESNFE L=, MD BE L SFR BRE(X.
FILTYXLDINGA—E2D—EE L TERNREIZBEWLVTEELE L=,

REF IR
BRI RDIREREE. LTOBEYTY,
HO: p <= 0.67
Ha: p > 0.67
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Makoto Intravascular Imaging System™

e GRS

CCT.pld. BBRT—2EBET—2 Y FRERIDARY MLELTOELUMEERT
BEDEETY, RERKET. BEESNDZLITLE ST, I5WEFEXE D TRIEA
067 ZEENIX, EEFMRBFBES L= &ITBRYFES,

AERIER

BESOHDEEFETILNYY (BELEH-Y LEOTILNNYY) #RIFMLEL
fzo L1EQ TNV IIE, REMERLIRE. 754 I—FHhT—TILAICKREALS
TELH, MRDEANFIEMBBRLZIZ & DEAREDRBABRILD=HIZARY FLELT
TR RETHIEHEINE Lz, EUERED48HDTILINYIDSE, 404
[FAARS F)LELTO0.83DAETIE (95%CI : 0.70~0.93) T. £AENARY kL EEE
LLLTWLWS ENFITESNFE LT, HEEBRIEL, 5% EEXEDTRA 0.67 A T
WS EEFEFEL. SPECTACL X EHBOFEFFMEBICEELE L1, 17-2 1=
ABHD TNV I DENTNDYEUEZETRLET, BEROERIX., TILNAYIDR
Ry MIVEBHED D RIE (96%) #RLET . REOERE. TILNYIDRARY +
VR EE LI ZHIEr T A2 TRREZRLTULWET,

100 —e
o0}

80 =

70} o ©

60}

Percent Similarity

50}

401

o o
0 10 20 30 40 50
Patient Index

17-2: BYE T HRa0E, BROERIE. BHELEDDRIE (96%) TT. WELMEL X, MD & SFR A

DRAEBERICABZ TNV IDARY FLOBALEEREShTET, EROBRE. ARV MLELTEUTSS

LRy Y EEET D00 SURIERRETT ., 8EDTIL/IAvHIDS55, 404 (0.83) HEHEZRBZ 2%ELEE
HLTWET, £ERARY FJL & CDEVE EFSNRIERRD kL&D SPECTACL FRERELE: (18 i) .

LIRERATHE LI=BENOIRESNE=ARY MILOFELEZRTAHORKEZR 17-3 TR
LEd., Chld. CDEV3IE (18 1) . SPECTACL 8 & U CDEV3 H&REEET—42 v
FDZENEFNIZHEITEARY FILOEEAT 1%D MD EXZHRICLEEDTT, BLS
FT—4ty FEIT, HYELEELRESNDZDIL, Infraredx™ NIR £ A—D UG R T U
FRAWTRE LI=EARNRARY MLEEKRRARY FILO BREZEZTRLTOVET,

30
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Makoto Intravascular Imaging System™

e GRS

MD
[4y ]
- ooy
T

CDEV3 Cal SPECTACL Val CDEV3 Val

17-3 : MD IZ &k % CDEV3 &4 X R4 F)L & SPECTACL H£HFERARY MIVEIOELIE, FRid, HEEEMIZLCPDD

WTEZERL, Bk, BENICLCP IZOWWTAZRL., RIF. HEFNERLGLEZRLET, CDEV3Cal = KRIEEE

FILT—48 (18 D, BIAREES 51 BT, X R%Y FILEL 790 &) ; SPECTACL Val = ESERRERT—4 (BH 48 4.

BhARER S 48 AT, ARY FILE 1770 &) ; CDEV3 Val=#RFET—4 (51 /M. BHARERS 126 BRF. ARV ML
3416 K) , BEIE, TFhFhDEY FHSEELEICBRBAERARY MLD 1%FRLET,

TEH

SPECTACL HEEDEARI . NIR ARY MLEEESIZHILINELFE L, BEDE
FERTREMSEBR TRAF v U LI-BFE 0B LEHLE T, AFHEZFBOAITNIRAA—DY
GHhT—TIDHDEASINELz, BEERNDOI L, AFHOBERS JURBERICREHET
DESIN-FREIHYFHATLT
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Makoto Intravascular Imaging System™

e GRS

17.23BK7 Y b HLRE (LRP RER)

HERE M

EEZEJ5—7 (LRP) HEROHEAMZHERBEMIE., EHIMIME D NIRS-IVUS 1 A —
DU EBIHSBEICEVWT, EREBMETHEEIRANIRS &> THRE ST

LRP &, FIRAETREN D ZTDERDTBEARA N FOFHEDEDEEZRE. EFL

RNV (BFEEE) LT AV RN (RRETS—Y) OMAIZEWVWTHLNIZT S
_&TLT=,

HEBOTHA Y

ZOLRP REE(X, MEEF E NIRS-VUS A A= U5 TLAFRULEDEVWEERE
D, KRELEOMMERFEEREL-SMTEEERE (ACS) ZE--EE%
HERELTHRAEL, EHERTERSINAFIRAESHEBRTLZ, $XTOOLEEFE TM
ROHIR ENREFRBRRMBENRA 2 —~">2 3> (PCH Lz, v éEd 2
ADMET, 50mm L EDEHIREKE T NIRS-IVUS h T—FTILEHBALE-IMERNA A —
CUTEERLEL, FD%. NIRS-IVUS T—AR(FhRaF7SRIZESN, LRP D
AEMFESINFELT

NIRS TKZE% LRP (maxLCBlumm =250) ARHSNF-FT R TOEHZKEBEEIZ. TDHE
2. 6, 12, 24 h BEICERZIMY . FHE-LBEHRA R FHARELEENE S HEHER
LELF. LRP ALY, HB NI/ EH o= (maxLCBlamm < 250) EBED 5 b EEA
(B EN-FEOFH L EFKRDOEHRAEETZITELT,

SEREMHAR ., EMHEEE S L VB

LRP SRERDEF(T. RKEHIUIA—O v/ \D 44 EET25 y AULEEREESFE LT,
COHED., 51563 ZDEBEENHRICEHRINFEL, COBBEDSL, 11ADE
FEDNIRS T—R XA THo =1, HERELTI552 BDBEEDT—F =M
LFELT=

—REBF T, 1271 D BENEHRAB T IL—TICEIVETohFE LT,

RERD{RER & FEMIER
AR TIE, BETHIHMIEEHEEHIC2 DDO—RNRERIET A EICH->TWE
L7
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Makoto Intravascular Imaging System™

e GRS

MEF5EZRH - NIRS-IVUS 4 A—S U 5%M 24 »# ADBHGAEEARGIZ,
MaxLCBluimm DR—R S A4 VDIE (DMIZEETNETATOEERNREY A > FTD)
E. ATV REEMACE (NC-MACE) A RN FDORERERLEOBIZIZEEELH
B5THA 5,

HBFHEZDFMELE — EBRILINF=FT X TODEIPRD maxLCBlamm & . FEDIEEFE
MACE & DEIDBEMEEHRIEL FT . FI. maxLCBlamm ZME—DIRIT LI-ZHHE
L. NC-MACE 277V b hLéd b, BEELFINT—FEIIFBETILERBITLEL
ZDRERBIEI Wald TR FTHRIESA., AN — FRIBETIILOEIRZREIL0 M DS
[IATEENI=LDTL =, COFMIZEY. maxLCBlsmm A NC-MACE D) RY T 7
DE—THEINEIIPEESNELT,

COEZEMITIX. HBEBFO—RRFDREMEIEEGZYE Lz, @MEAITTIE.

el — FMEREDZEMLFMINFE Lz, CDEFINY—FREX. ETILOER
ANZEHMESNELZ. £LT. 3 LIEBINBEIE. Lin-Wei fEEEAHERIIZEHN
5 EICHE->TWWEL,

HEESMWHIAEEMTHLIEHESINR, URVDRKXOBEEFEZ D LRP D
NIRS RHDEDNFHDEMETMT 2012, SEERTABMTEIHbhEL
f=o ChlE., maxLCBlammfEE NIRS IVUS 4 A =D U F L IFEBBEBRERESINA TS
ZOMDOFRKEOEHESTLHA N — FRIBETILZEEIEDIETERINE
L7,

SEEMMETIVICEDDEHOEHFEIZIE. NIRSOIVUSOT—2ICERIELE=RT
v 77w TEIEZEITLN. NC-MACE 77 b H LIZEEET % NIRS % IVUS T—42 LISt D
FZEF (ACS. ¥R, BFfL. SlE. F#>65. B, A—XF4VDaLRT
A—)LLE. ERFAEHBOALATAO—IILERLEENEETNEMN., FNRIZESELY)
ZHELELE, COETILTIEK., MaxLCBlamm FEBML ., FOFTHRKIREDIED ZET
ffiLE L=

FELETS—o ke -24 7 AQOBHAELSE G, BHIROEL. P/, ST AV
k@D maxLCBlamm &. TN 45 A2 FTNC-MACE £ RN MMIDHEMNBEHFRDEFE
REDHREREDBICEAELAHBTHA 5,
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Makoto Intravascular Imaging System™

e GRS

FHEETS—ODFHBIELE — HHET A2 MMZEBIFTD maxLCBlanm &, BLES A Y
MZHIFB4HFED NC-MACE DFEARLDEEZ®RIIT S L,

FRETI—VREBETIEK. EAOBEARE T A 2 MIMIL L-BREME L THRDIE
¥, BBREMEEF,. RRXTIL2EJT AV FETOEYICHT IBREZRETEFET,

CORREBRIET =012, BEAREY A > D maxLCBlamm ZBZEDEEL L., #
DETAVMIBITE2H-LEEERREICERT S, 24 y ABIDO NC-MACE 7V +Ah
LELT, BN —FREIFETILEEESSEE LIz, COEHIE. Wei. Lin,
Weissfeld (WLW) ZE#&#E->T, EEOBEMNLGI SRV VI MREZHELTERS
hELze SORRETST—9 DO—REHIE. maxLCBlamm HS NC-MACE 4 X2 ~D#E
AHICEERYRVERTHINE S EHTET HEESMITTLI=,

BELEIRFMELS — MBEESLUVURLRET SV OMADHEHRIIH LT, BEE
ERBHTREMEEENHY F LI,

(1) F£E D maxLCBlamm > 400 DFAE & 53K D NC-MACE 4 RN b REEE L OEE
MERIET 5 &,

) BERE Y A > FZE 1+ S maxLCBlamm > 400 DRAEL. TDET A2 FAD
KD NC-MACE A RN b REELDBEEZRIIT 5 &,

HEREER

EBHRAETIL—T 1271 ZOEHRAEOFHBA#KIX, 73227 HTLT=,

N—=R5A Utk
AABROEBHERIDA—RX S A VEFEE, Z5ITRSNTWDEY . PCIVRERESE
[CHEMGLDTL,

FRPARIHIL 64 T, 69.5%N B, 36.7%MNERFET LT, BEDTHEEKRERIE.
AFLARATRMEHEOFEIZAIDST ., RELEFDENRETLT,
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e GRS
&Ko BEDFHE. BEIE L EXICET S1FE

TH B N E=1E%
Fir (%) 64 +10.3 1271
Rl 64
P8 3451 & B 57-71
B 883/1271 69.5%
HERIA 464/1266 36.7%
A R) VEBET BHHERR 162/1243 13%
BERE (FEFERHT) 687/1249 55%
IREREE 282/1249 22.6%
SimE 1019/1267 80.4%
= A8 MAE 1013/1261 80.3%
T EARE B D RIEE 782/1386 56.4%
DB EDBRERE 294/1253 23.5%
PCI FE 569/1267 44.9%
& PRAE AR
ZEIL STEMI 32/1271 2.5%
STEMI % L 182/1271 14.3%
AR FEHIE 468/1271 36.8%
REALREEIEX FLAT R MG | 589/1271 46.3%
k3
BMI 30.2+6.5 1262
OLRTFO—JL/ISRIL*
#Ba L XFa—JL mg/d 163.5 + 45.6 875
LDL mg/d| 91.7 + 40.4 846
HDL mg/dl 447 + 15.2 867
kS K mg/d 152.3 + 127.5 859
JREME D 1+0.7 1227
<70% (D EEIARIZ) 268/1227 21.8%
1 702/1227 57.2%
2 228/1227 18.6%
3 29/1227 2.4%
AT v ATiThnt- PCl# 1111/1270 87.5%

*EE (R—=XASA40DALATAO—LE, £EERFEICRIFURBEEZITTWV=58E. 24 AR

THOHTRAEL-aLXFO—)LE) ,
*PCIEMNEEDITEFEFKFTSE

R=RSGA AL A=V

ENRAEORREIZHALNT, BEH-UYDAXT v SNE=BROEHHIL 2.1 = 05
AT, 89.50%NDIME T 50mm ULEDHZMEAHYE LI, AX YU ENE=HIROE
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e GRS

SNERIF139+45.2mm T, R T FMEDEFTAIEEL NIRS T—2 DEEHE 97.8

+43.4mm TLfz (£6) . AF¥ ¥ LI-MEDFY maxLCBlamm (& 359.2+175.1

T, A¥ v 2 LI=BIRD 38.8%IZ(% 400 LLED maxLCBlamnm WY E L=, ZEREM
(1552 N) TlE. ShoDRXF* v > L-MEDFEH maxLCBlamm [ 318.7+184.4 T,

2% v > L=EARD 31.9%H% maxLCBlamm >400 T LTz, Ware 245 4 > FrOEHEIX

21.2+9.1mm T, ERITEBARICAFroSnizWare AV FHREEZR LN

F L71=, Ware ®FEH maxLCBlamm (& 165+177.1mm T. 11.5% M £ E T maxLCBlamm

(400 LY RWLWEDTLT,

F6: a7S5ART7—42 (BF)

Ware €49 A > FDOZEEEE (6884 AN) IZTHEWLTIX, £y
Ware 4 #* > b maxLCBlamm & 147.5+169.7 TL 1=,

BELRIL

TH E n £=E%
SRFRMER v IzH+5 | 738/1271 58.1%
FEHLAJLD maxLCBlamm
FEERBIRMER ¥ 2B+ | 533/1271 41.9%
BHEELARIJILD maxLCBlamm
E{&1t S-Sk

LM 5/1271 0.4%

LAD 1148/1271 90.3%

RCA 546/1271 43.0%

LCX 967/1271 76.1%
SR ME D= 50mm 1137/1271 89.5%
A& v LT-BkDEK 2.1+05 1271
Axv o L-#ikDeE 139+ 45.2 1271

(mm)
WMEELAMENDER (mm) 97.8 +43.4 1271
B%& L A~JL maxLCBI, 359.2+175.1 1271
= ] 353
PO 5745z & B 257-476

BE L AL maxLCBI, >400 |493/1271 38.8%
Ware 7 2> DO 52+1.8 1271
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iR ER AR

&7:AFFRT—4% (MIELTA2F)

Ware 7 A > L)L

pig ] n £IE%
A% ¥ LT-Ehk
LM 6/5755 0.1%
LAD 2656/5755 46.2%
RCA 1277/5755 22.2%
LCX 1807/5755 31.4%
B A MLE
SUR A 2248/5755 39.1%
HHH 1927/5755 33.5%
2 VA 1246/5755 21.7%
= R 334/5755 5.8%
Ware £ 7 x> b
=30 mm 2159/5755 37.5%
<30 mm 3482/5755 60.5%
>30 mm 114/5755 2%
Ware 7 A > FE (mm) |21.2+9.1 5755
TT—=7 LY maXLCBI4mm 165+177.1 5755
R 113
DU oA st 0-283
77 —7 b maxLCBI, > 664/5755 11.5%
400
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iR ER AR

FELGODMEDAANY b 24 NADEMAEFR., STEOAANY M4 THRBBHRESIL
F L1, EEEMACE DEEHRERZ8.8% (n=103) . EEFEIFLEIZRT Y
BE LI MACE DEBEHRERE8.7% (n=104) . BHRMEFENDA R ME
23% (n=28) TLx (B 174) ,

Cumulative Incidence of MACE

15 1=-"_— Non-oulprit MACE
— — — - MACE with indeterminate coronary location
Culprit or previously stented MACE

S

; 10

o

c

(5]

o

k)

£

Ll

Q

=

o 51

=

s

=

£

=1

&)

0
1271 1220 1189 1175 1115 1091 1075 1058
1271 1231 1212 1203 1143 1126 1114 1105
1271 1219 1186 1160 1095 1070 1055 1040
T T T T T
0 200 400 600 732
Time (Days)

17-4 : MACE 24 FIc KD RERESE

JEE{E MACE : 8.8%, BEF/IZLIBNZAT Y FHE L 1= MACE : 8. 7%, EBIARERAIATE D MACE : 2. 3%,
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e GRS

MHEELLTRE TS —U LNILOFHHEIEE

EMAEFDIEERE MACE O L-HEBREZRIICRLEY, EREHELTD
maxLCBlsmm TlX. 24 1 ALIAIZ NC-MACE 4 RN F #RERT DMIE/ Y — FEEIX,
maxLCBlsmm A% 100 B {t&EMNI 5 & (2 1.17 (95%Cl [1.04-1.31] . p=0.005) TL
fzo mMaxLCBlamm A 400 4B X 5 BE TIX., 400 U THOEEFLLLLETSH L. NC-
MACE %##2883 A E/\Y— Rl 1.84 (95% [1.22-2.77] . p=0.003) TL 7=,
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Makoto Intravascular Imaging System™

e GRS

MESBEBELARNILDRBES &K UVMIE Cox HlNTF—FETIL

EH

NHF— KL [95% CI]

maxLCBlamm E#E

| maxLCBlamm > 400

K#HIE LCBlI DH

maxLCBlamm

1.21 [1.09-1.35]

2.18 [1.48-3.23]

SEHRAEBETI

maxLCBlamm

1.17 [1.04-1.31]

1.84 [1.22-2.77]

Fin

0.99[0.97-1.01]

0.99 [0.97-1.01]

Bt

0.81 [0.53-1.23]

0.83 [0.54-1.26]

HEPRIA

1.29 [0.85-1.97]

1.29 [0.85-1.97]

= I E

2.13 [1.04-4.34]

2.11 [1.04-4.31]

BEETZ

2.00 [1.15-3.49]

2.00 [1.15-3.49]

BT R

1.44[0.95-2.18]

1.45 [0.96-2.19]

PCI F&

1.45[0.97-2.18]

1.43[0.96-2.15]

ACS DJEIR

1.22[0.72-2.06]

1.23[0.73-2.08]

IESEE LRILDKRMES &K UHIE Cox P/ N\Y— FETIL*

EH

| /Z\H— FH [95% CI]

K4H1E LCBlI DH

maxLCBlamm - E{f‘bt'l'.

1.45 [1.28-1.64]

maxLCBlsmm >400

4.12 [2.32-7.32]

EEHABRETIL

maxLCBlamm >400

4.31[2.37-7.83]

* Wei Lin Weissfeld ;A CHIESNTI-EEHE I SR 72—

B o LHIETE S 7= maxLCBlamm BHMEAY 400 ZH A S5FEE L. TRIZEEDHTER
BMEARZH 17-512RLFT,
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iR AE
Patient-level Cumulative Incidence of NC-MACE
15 | maxLCBl4mm<400 — — — - maxLCBl4mm>400 |

<

Y

g 104

[}]

T

3]

£

L

Q

D

=

S

P

=

©

=

£

=}

O

0
493 473 457 448 426 409 399 392 >400
778 748 733 728 690 683 677 666 <400
T T I T T
0 200 400 600 732
Time (Days)
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