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Makoto Intravascular Imaging System™

ikEREAE

DRI 3 VITHITH5EE IVUS BRI, BEFE(TEERICHEL
TWEEA,

X 4-17 IZ;RT & 512 Makoto™a > FA—SDLCD T4 R T LA X, o9 —, #hE
E—F. BEURT—ERABEDEELFEREZRTLET -

AT—TILEGIKR (Catheter Type) ZDY—YI&E, AT—TLAar bA—
FICEBRINDERTEINET,

Ef2E{SE— F (Acquisition Mode) CORTRIE, VATLOBREDEGRIRG
E— K% “LIVE” . “AUTO” F=IXZBTRLET,

ZTILNy JEE (Motion Rate) ZORRIE. EBRIREBRD TIL/NY U EEER
LEI, BHEZIMEL TRV TNy I FEEFXRDR
XD TNNYIREEZRRLTVWET, [P aY
921 A—F TNV I EEDHTE)] ZSBL T,

READY T4 RATLAD “READY” ERFTEINTULWNIE, Y RATAIZ
READY ;R¥ ¥ 3 VIZHIE L. Makoto™a > b A—S5 D&RIEHL
MEIZHDEERLET,

A—)LEK< (Relative Scale) R4 —JLDEFHI(E 0.0 hi5 150.0mmTH Y .
50.0mmé& 100.0 mICBEMNATREINTLNVET,

A— )L EDfIE (Relative Position) Makoto™a > k A—5H READY 7R
AU LBHTERIESA AU ATORENRY—IL
KRTAICEHFLTRINET,

419 R7— R EHADEERT

IH: FEBRELUTRELTOENLS A T IVUSEQIATZOHE, 9B : 54 7 IVUS REFEOI 7 DHEIE,
TE: ARV I EOIAT7DEE,
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Makoto Intravascular Imaging System™

ER 4% 2t EH
(AL Live IVUS F£7=[F T IL/Ny J BREIGH(E. ERIGHARR
MoDER, FLEREOIY—IJMENODEREAS ) A—
FLEGTRTREINETS . BRERFLTOWEWNEEX, BHE
DA A= TAT7DUENRTENET,

(R& (Recording) SREIOREICIEE=F2—EBE@EICEERTATINET,

FKEIRRE
[E]

K% (Recorded Range) IRTED Live IVUS Ei=IEA— F FIL/Ny U WG
DEENKRIE. BY DSShi-RABTRINET, TS
nf- Live VUS BBIFALC KRR SN, — TNV I ERIF
FFETRTSINFET, BYDREShE=HL ., REDOT—Y
LEOSFERRERLET,

4-20 WEMBPOFEEEH : AR EFR CHEEICHIBEDHEERT Live IVUS (L) . RRICT—I W
LEBHOEMIHABEEOMEETTHRESNT: Live IVUS (hEEE) . R—OBVA— FFILiSwH (B
T) . BEOT—IHSOREREERTEY DAShE=N—0HEA— KTy (FR)
LOAD DA yt—ld Makoto"a Y kA—S A READY RO 3 Y

IZHY. A T—TIEGSFLZTREIZHAZEERLET,

IFU0163rJ.ja (2021-05-05) 4-19
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Makoto Intravascular Imaging System™

ikEREAE

4-21:LCD T4 AT LML ®D LOAD RREME,

TURN CD*y+—TlF Makoto™ I Y FA—F A AT—TILDOTRSE
EERBEBRMLIECEERLET,

4-22 : LCD T4 A7 L4 ® TURN RREE

WAIT RKORTLLNEEFTHSH_EERLET,

oWAIT

4-23:LCD T4 AT 4D WAIT RREE

IFU0163rJ.ja (2021-05-05) 4-20

infrared;

A XY NIPRO COMPANY



Makoto Intravascular Imaging System™

ikEREAE

A RRSNDEERNBRZEBRTHE, BREOARNL—4DERZE
TRRE. BRITKENRET 2EELHYET.

BE

SEE DISPLAY  Makoto"a Y hA—SHAIS—FLIXEFERMLTE Y.,
Makoto Intravascular Imaging System™ 7 4 X FL A4 Tk Y &
HWGERESRI DL DARL—FITRLET,

A\SEE

DISPLAY

¢ 31

B 4-24 Makoto (tm) AV FA—SDIS—AvE—L () LREBEE () Arv&—, EHLMEEE. 1—

x

PEVRTLAEZSTIS—FLEBELROT7 I a VIOV TORREARDIBERHY FET,

LCD T4 A F LA LDIETRIZH o 1=1% See Displayl (&
TBH) WS AV E—UHRBRYRLRRSINEEE.
ERlHREI—H—EXZE =& Infraredx"H R 2 I —H—E
RZBEBNEHLE LS,

432 BEERER2 DOHHA

FOBBBRGRENELEL., ERELTVLESIHT—TILAEIET

c RESNIEFERRTDE. BECARNL—INEEETD
BDIBENHYET,

BE
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HiRER IS

IFU0163rJ ja (2021-05-05) 4-22

infrared>:

A O NIPRD COMPANY



Makoto Intravascular Imaging System™

gL LR

READY
vay
IR

- 7AXLTLITIF—RE
- (Proximal Fast)

(Distal

READY 8
:/0

YavIcE
A (Return
to READY)

T4REIL
(Distal Fast)

T4

o

) I m al Fast) "

4-25 ;. BERS fFE Makoto™ aAY FO—F, 2ETFLHY (LEZ. TEH),

21—+, Makoto™a > FO—35 EOKRA VBETHEIZT—42 20ET 5 EAT

=%F9,

Return to READY (READY /R a VIZERB) BEICTHT—TILDA A—DY
JaF7EBREQNEN ORI EMDAE. F-X READY /R
DLaVvETBESIEET, BEEOARRATHT—TILEED
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STOP (fZik)

Makoto Intravascular Imaging System™

ikEREAE

TIBE. FERAT-—TILOEREEGRRZES -G S5HE
[CIFA7ZDNEIZT ILEADHYFT,

Makoto™a Y FO—SDETHDEMEEFLIELZEMNT
FFET,

Pullback (FIL/ Ny VBatE) HEHELIEZAT—TILOEEE TNy I ERBLET,

IFU0163rJ.ja (2021-05-05)

ElEs%k(E 1,800rpm TF, FIL/Nw 2 &EEIEL Makoto™ 3 >
Y—ILTEREIN=-L—FIZHRIELTLVET (0.5, 1.0,
2.0mm/s) .

READY RE L 3 U b DIEE -

READY 7R < 3 > T Pullback /R 2 & #3 &, 0.0mmAR
auABELS4 T IVUS ARt ENET ., BE Pullback
REUEHTETILNY Y LEEERIBLET,

READY 7R3 3 > T Pullback R2 U RIBLT B &,
READY AR 3 oh 5 00mmiRo S a oABE L, TIL/\y
yLREERIBLET ., T4 RTLAIZ “AUTO” BNRTRIh
niE, REUZBELTYHL TNy CEEITBGEINET,

0.0mmART S ahbDIEE -
Pullback R4 U ##G & TIL/NvH LBEMNBEIBINET,

“Pullback” R4 VEMENHRIND EXF v U T—2 D
BROBBMICRRESNET . RKEERF, 1 A—227a7H
EDMNETH O THLHRMT D ENTEET,

A A= a7hEBLEE-IES4 T IVUS T—2 G TE
BELTWTH, TNV T EEFTTEHEIEITEET,

4-24
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Makoto Intravascular Imaging System™

ikEREAE

Live IVUS/Record (54 7 IVUS BHSR/ERE) HT—TILDA A=V WEIBRSH
(FILINYDEL) | IVUS A A—2 U5 EE A Makoto™ T
Y= I)LEZAR LIZRRTEINZET,

54 7 IVUS B[ “Live IVUS” 7R#% >E§¢th:
IVUS 4 A—C U BEBRDOREDA Y - 7%V EZLHZ
ENTEFET, COBREIFAA—DU T a7 DEERKELE L
FH A

Mark (T7v93—%) ®BTSHELEYLELAZ—TESLL3IZ, AFY RO L—
LOHBEETVvII—HTEET,

EEORBHR, COREVIFay rO—SDREEFOIZL
x9, A2 FO—5DRYTERIT. REBICY—I7ZFWLI-A
ENLBAIEINET,

SATIVUSHh, B—JL—LEEBZEHETEIENTE
£9,

MEBEE—FKDTSAIF7x—Xb, A RAVERT &
TARAEXFY U Iz —RIZBETHENTEET,

Distal Fast (T4 RZIWITF7—RAK) ZOREVERFLTRE. A A—05a7
MEFIABA 10mm/s DEETEELET,

CORZUEWMLTHEL, AT—TIA A= aT%
KimARICEEEZD 05 mm AN LET,

Distal Slow (T4 A& JLXO—) CORAVERBLITHE, A A—225a7F
ASEMLARA 2mm/s DERETEREILET,

CORAVEHLTEEL, hT—TINA A= 5aT7%
KinAMICEEESD 0.1 mmEINALET,

IFU0163rJ.ja (2021-05-05) 4-25
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Makoto Intravascular Imaging System™

ikEREAE

Proximal Slow (ZAX <2 JILRO—) ZOREVERFLTRE. A A—05a7
HAHERIAREA 2mm/s DERETEREILET .

CORZUEWMLTEL, AT—TIA A= aT%
WA ARICEEES®D 0.1 mm AN LET,

Proximal Fast (ZAX T )LIT7—RK) CHORAVERBLTSE, A A=Y
S a7paRIARA 10mm/s DERETBIHLET,

CODRAVEHLTEEL, hT—TINA A= 5aT7%
ERLARICEEESD OS5 mm#aMALET,

4.4 Imaging AT—TI)L

Imaging AT —TI/LIXERNICHEE I, BRFERADEOHICHE SN TWET, hT—
TIVCOVWTOFMEBULGERBE L VCFERDEOICRABEINTOWSRAXEEZESEL
TLZE0Y,

4.5 EFNERF?HKE (NIRS)

Makoto Intravascular Imaging System™Tld, X ¥ v VI BHRD T—TI/ILZ AL
T. HEFOLEOBEARKICHE LT, MEZELCTCHAMEEANDOEEI7 IS5 —V %4
ETEET, A1 VE3—Ro2aFIh—T4F70 PR NI, BEIRTZ—0 Z25HET 5
BEDMMFEELT. COVRATLTERMEAIKE (NIRS) ZHWNNSZ LIZEK
Y., BEREDILFHARERETETET, COVRTLIE, IR ILEDEKRRE
[TEDW3DTHY. Z<OEML/BHFTHRILIN, FRASNTLSIEMTY,

RN SITHBRIC AT T D EHERR - RUIRENFET . EHonf=KIZE, SEREEBEDIL

B - AR ICE D CHEBOEMBERAESENTVET . Ch o DRIREFIES & UEEL
B, BROEFREARSIUBEICE >TRESNET,

45.1 Chemogram
BERAZDT—TILTILNYIER, DATLDY I I TTICE>TRREINDBIE
Ba775—7 (LCP) ODHFET HEMEMZRTIHENLGET Y TTY, FEDOELMEE

IFU0163rJ.ja (2021-05-05) 4-26
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Makoto Intravascular Imaging System™

ikEREAE

LEENBEEAT ISV OFEET HHHEGEZRTOMENEZGATONET . BV
REDNHZERFERICRTEIN, BRENTHADZEITRRICFEABITLEYS,

4.5.2 Chemogram RRDHKS
JFZILRAALTODT—AWEBRIZ, HA RITAVYBREIY TTHA ROA VDB X
RTEFEY, TNITK > TERIE., EFRMEDIE (NIRS) T—R2RIZETEH7—F
779 FOBEOHEZRLBRRICHEYET, TNV o #8THER, SEIREICEETS2 D
DEE < v T (Chemogram & & U Block Chemogram) A%, KL AT LDE=4Z(Z
RIRENFEI, Chemogram & & U Block Chemogram &, EEIARKN DR IMEEL -5 E
A7 TS5—UNEENTLLAERZRTEHEDTT,

RE#ER(X, GHOE EMNDHES) ~DRAFX ¥ UERERRFLIZBDTT, x B
(F. AA=DTaATDOTINYVERES)A—MLBEMETRTELEDTY,
Chemogram 8L UHA FOAVYRRE<Y TO&y #ld. XFF v TOMBERBIEIERSL
BZAEEMTRTIINTYT BBHEIXEER) . XFFvIBHA T VT hT—T
IWATHAS I L ERAMLIZBE. TDfEE L Block Chemogram & & U Block
Chemogram D &ALk [CE\/MD KB TR RINET,

Chemogram [EFENSEBDHS—R—ILIZ&>T, BEaA7IS—IHEENT
WHATREMZEN O EHETRLET, BEOFEEEN 06 ZEBZLHLD(F
Chemogram L TCREA LV CENSERTEZABE@LEIZRRTEINET (V2 a Yy
17.2 {14 B : EFENRUVEBERHARDFE L HESHE) , LCPRETI/ILT ) XLHEE
5. BESFELIEIMMOFHICHS LEHEEIN-IGE. TDMEED Chemogram E£(ZE
WEBBADIRF U IRRREINET,

VRATLEZABE@ICIE., LEIEEOTYITDEL,. BEATHEAN VT VIR
(LCBI) A¥EK#h Chemogram EEDERIIZRIRTENFET, LCBI (& Chemogram DRI
SEFHADIEEIT7 IS5 —I DEIE% 0~1000 DHIETERLE=ELDTT (ZOHEMNK
EWNIEBRBEa7TFT—V4ETEELABNTY) . MHBFHEEICER INT-BIRIEZ
AERAWEHREIZK S E. LCBI EXEIIRA DR MEMREDFAE H & OATE & BRI

HEZENIMYEL: (V232172448 B: EHRNRVERAEDOTLEHES
B .
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Makoto Intravascular Imaging System™

ikEREAE

Max LCBI @
fiIiE& (Location
of Max LCBI)

LCBI

=X LCBI
(Max LCBI)

LCBIIZHIT5
ESHPSERE

(Selected
Region for
LCBI)

4-26 : BMEA D LCBI R U mxLCBI &R & Chemogram O ERIIZRRENFET

Y7 b7, BOEERDI—FNERELI=ZD 1Y FOoH A4 X (FHIERE 4mm)
D mxLCBI ZEH L., ZDORELIRTINET .

LCBI (B8 pEIE) LCBI

A—HYHREDHE-2BFROYT—I/B (BOEERN) TEIIL
NI L TCHESN-BEATRESA VT YT R,

max LCBI X LCBI

TNy ) & FFEALDEERTI—YARE LT
VA RO A ATHESNBEI7HEAN VT YIAD
=XIE,

Chemogram % ## 5 Block Chemogram A% Chemogram F®D & IVUS E{&ED iR
~ENFET, Block Chemogram [& 2mm & Block [Z43 &I & 41 Chemogram 23[9 %
A FRDETFRARITEEHL TLVET, Block Chemogram [EEHEEMN 5K
EEEAEE, BEHEB. FLUVE, FEOD4BTREREINET, Chemogram £®D
Block REIFREMNTFHFE (L 25% Z BT HIEL T FILIZK >TERZZITTLSE
&. Block DEIZEIZHYFET,

b= 599 £ T Chemogram DERIZHFEETELWNARY MLODEIEMN 12%FHB X
5154 . Chemogram [FEREINFEH A,
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Makoto Intravascular Imaging System™

ikEREAE

46 MERBEEK

Makoto Intravascular Imaging System™Tl&. EEBBRA T —TILZHALT, BT
DMEDOEEIRKIZH VT, MEZFBE L THECOERZHFETCETET, 13—
AFNA—T4AAPR I, SOVRATLATEBEREAWNSZLIZEKY., BHARIZD
WTHECIHERZHRL., BIREEE TS —0 2HE T 258 0@MFHRETEH L
NTEFET, B, ATV MEELERBIRSSUVARIEZETHREBEIEE TS -V D
14ETE M+ aTaE T,

COERIE. hT—TILERED S VAT a—UHOMEEANBERZ/NULRKELT
EEL. TO—ORHEEZELTEONET, BIROBEEMNFHICE->T, VLR
BRIFERIC—EBERIREN., —BERFENET, CNoDESHEREEICHETNIES
n. BBLRRINET,

MEEHEN SEDEERD 2 DNEFRZLRI S LT, RENETZTMI S

ENTEFEY, ABMIChLE, SRNEREBOEENDOR/NMAEENERSNE
Y. CORDBPVEIERBEEFENTS . —ARNLMEEFZDHTZERNEDRLME
DHEETHMICHEZELSCEADHYFET . VUSHIDESBREICENT, &Y
RVWEHBIZRIEEICLE T,

NEERZLERT S L. REDETETMI IELIRMERYFT ., KAV T LA
T2 ODERLGLEEOEEZLE L TREERRRXREE (AS) ZRRRLET,

AS% = (Areamax — Areamin) / Areamax
%AREEE - (FXNEHHE - S/OREEE) /| SAnEEE
IFU0163rJ.ja (2021-05-05) 4-29
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Makoto Intravascular Imaging System™

gL LR

5 Makoto Intravascular Imaging System™D{RE. TBE
BLURE

5.1 Makoto Intravascular Imaging System™®MD &l

AKORTLA [F, EEHIZC2 ODMEAY 7 XV R2, BIEHIZC2 DOOARAY I XFv R4
ZHEATULWET,

ARAY T
Y RAE
(Direction

Lock Casters)

fEOYY Xy
~_ X4 (Position
Lock Casters)

5-1 : Makoto Intravascular Imaging System™.

XY REIDULN—ZLAICEAT ZETAY I ZHERTE, ROWAR—ZARNTYRAT LA
%8, mRMNFIETT,

FEE RIEBERT MR, DATLREOARAOY7FrRE2%&0Y

DTBEEHELET,
b= BIHOKE. HREHEFETAEDOIZEZF4FELTLEEL,
IFU0163rJ ja (2021-05-05) 5-1
infraredy:
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Makoto Intravascular Imaging System™

8L
52 FRAOKORE

#%_
#%_

AKOZRTLIF, BEFAENLGERICEVWTEIREET—JILOEBREDRL LMMET
B, HBENEXEIRATLEZADORBICHEELET .

FEDMEICREL-b. AVATLOMEAY VXY RAE2ZOY I LTLEEL,

Zi>k RORATLEBHT HBE. BRISITMRTAEVESITTE
LTLESL,

By
==

Az FERADIKRE., EMMACREEEZRPTVLSICEZSZHKE
BAEITRELTLESL,

b AVY—IBFARICBHLAVESIZ, VY —IILERD
MEOYIFX¥REZOVI LTLESLY,

5.3 REABFORE

HYFHA, RATLORHREICEHLTEENAR 27—
H—ERXEFIL, Infraredx™M AR EZ T —H—EXZETTHERBL
EbhE L3,

ii UTOERAFRARARRATLORAREZEMNE LD TIZE

IFU0163rJ ja (2021-05-05) 5-2
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Makoto Intravascular Imaging System™

ikEREAE

RKORATLORBEAFIZE, YVATLANDERGOREREZHL TN, RORAIZKRE
FHEThERY EEA

1. PRATLOEEDERAEEICT Makoto"a > FO—F %
BT,

2. Makoto"a > FA—SDT—TINEZTEHLALEE,
ATLEEOLEAID T vy 7I2hFTL &L,

3. BROI—FZZTHBLALEE, DATLERDOTHADZ
YIITMTTLIESLY,

4., SRATLEHEHOMNERY I FvRE2EAv Yy LTLE
AR

5. YRATLRKIZADTE=ZFHEIL TSN,

LERDOFIREICMAT, tOBEHES (XY b, ALY Fr—71E) EDERDERKRKE
ZET, BELOTUVERICREL TS, COBMRE. A1—4H<Za7IL0D

(923216 A0TFUR] TSR SN EIRREEMENGCEGZHE-THEN
HYET,

IFU0163rJ.ja (2021-05-05) 5-3
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Makoto Intravascular Imaging System™

iR EiEAE

6 BIRODA>V /A7
6.1 BIRZAVIZT S

A

BE

1. AAEEOT—TL I v OB RT—TILERYIFT LTSN, T35 %
FoTWaE, BYDI—FIIKRISELELTENTLEELY,

2. 3P YT Y MZITSTHEZELRAATLESLY,

BRARE2 >
(Power
Button)

6-1 : Makoto Intravascular Imaging System™®D4¥4 /AR JLOEERARS >

3. FERRIVEHLTUORTLDERZANTLEEL, ChTHRIKE
Makoto™a > FO—SDEEMNAY FET,

REDERSAY., VI bz 7HEBTHE. BGE—FOEY Ty T T —
AHE@EICRRTENET,

IFU0163rJ ja (2021-05-05) 6-1
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A 2P V4 FDIGE -
T—RABEEREOEETICHIEME VICRIFTL I,

6-2: XEDEEFICHSEHE Y

EEELFET, T —TIEERLELRKETERREZEST 55

i’i AAEENEFZ Makoto™"a > FA—S ORNEREHE L= v FHEE
F. AT—TIDBEOARNCHE I LEHERLTLSZELY,

AR
P Makoto Intravascular Imaging System™® &R & AL =&
READY RO Y 3 VTRV EDRENENI=HEEL, READY R
¥ a3 VIZHIEY 5 FE T Distal Slow/Fast k4 VX, ## L TL
fZEL,
IFU0163rJ ja (2021-05-05) 6-2
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MiREREAE

6.2 BiREA 21T 5

[
of

AEDERZAF 7T HICE, a2 V—ILOBERIZHLIEBERRZ VEZHRLT
{20y,

BRRIVEFHMLTICHMLTEOATLDOERENA ZIZHEDS
= BWNES., BERIVEVRTLAA IIZHAETSHIFLEHE
=2 LEEFIZLTLEEL,
IFU0163rJ ja (2021-05-05)
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ikEREAE

7 BE (Patient) KLU E (Procedure) TEEHDA N
RET— FDty 7 v T T 1—XTlE. 1—HHEEE L UREBROTSEANT
BoLIcEY . F— A RBOT—ARRERSICT A ENTEES, BRANIL,
BERIE - (HRADONOTHAEETT .,

=

HRE
(Settings)

BEYX
(Scheduled

Patient List

Source)

A4

(Clear)
T4 =a2—
(Continue)

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

RECLICBEEDERZEERA. IDES. HAl. £EFAAD 4 DFETAANTEFT,
BZE] EREFESINTWVWET—ET4—ILFEIRTAALGWE, BRTLEaA—FB&
UREFT DEHICREZFALDICEATEFEA,

Patient Name BEDLANL, . &, SFILRA—LDAMI = ILE
ANTBIENTEET,

Patient ID EBEID: BEODEREHRTN—FET77/4ILF
IN—,

Gender EEDOMER, 3 DDFIREAHY £,

Date of Birth BEODEEARA,

b= ELNDEBEEZANTBHEEZIL Other DERIA T 3 V% BIRL
TLEELY,
IFU0163rJ.ja (2021-05-05) 7-1
infrared):
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Makoto Intravascular Imaging System™

ke A
BEZHMNT 5=OICESIT4DDFHREEMTEET

Procedure ID BRBELXRET A=OICFEHINDREHR T V/IN—F =
[j::l_ I:o
Accession ID PACS [CEpE S Nf-T— 2 2BE T 5=OIZE|Y {F1T

bNdFN—, T—U )X FMEREMNEREIATLS
BEEFAALFET,

Physician &4,

Catheter Lot FRSN-AT—TIILOY FEE,

A RO=IRNIBFIFoNZY, T—E2DEEHAZH =0,
BEBBRIOEEICANIN TSI EEZHEREL TS,

EE

E EBELEREOHEAMNICFERT S8 T «—J)L FIX, Settings TEX
ETEET, FHIcO>WWTIE [ 3> 13)

X BREEBRICAT—TILOOY FBEEEZANLTLESLY,

7.1 BF (Patient) BEUHEE (Procedure) 1HH~<=—a7JILAR
EERIUBERBOYN =2 7IAADEA R )—2 - F—FR—FKZFH->TETTE
ETO

Yy b7y TT7—XD “Clear” 74:)’&%%76«’:\ AREh-BEB &K
VRERBROETHNEESNET

b 2 AX v TR ZRRETITRT LIBE. EEBLUVRERF
HWEIREFSNFTEA, BRERHE. KR TLHAEGRRGHLL
HE. WDOTHANTEEY,

IFU0163rJ.ja (2021-05-05) 7-2
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Makoto Intravascular Imaging System™

ikEREAE

7.2 BF (Patient) BXURE (Procedure) 1§D EZA—FAR

BEBIURERBERIE. LETHBALEIZATILAADIES,, BROBRANZ
B8, RKRICREFHADBRET—F VAL LIEFREFHIRL (T2
JABF) Mo ARNTEEY,

3z

AMDAETI R ZRETSHIC. FREZEVIXAMDIS L
24 FILERLTLSESLY,

TANE—IZTXFRMEANTHETRET R IARAMER
VAL ENTEFT, BRET—F2VRMERIZEYIZEK, T

FRMEHEHETAINTAILE—EHED “Clear” 74 3 ‘/m’é
BIRLTLESLY,

O—AIEBED)RAMEITI4IFTENALET ., DATLNRE
B)VFAID—H )X MERDE=OHIZBESNEE, 7T—2 YR
cAToavnBhEd,

JRA MO BERTDHE, EEBLEREBEDFERT 1 —IL FIZHIET
B574—ILFRLEEZTEINFET,

721 REFHABRET—2YRXEL
AMRZEDT HEREFARET -2 YA MPEIMICRTENET,

FETHRET 2 ZERL. BFE4. BFH D, B3, £EEAENAKLSHTL
B ETEMAELTLLESY,

BEERIVEIZHRLTIZAZILAALTLEEL,
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Makoto Intravascular Imaging System™

ikEREAE

Setup » Prime ) Scan » Close X

Settings

Filter: _ Local Worklist
o ® BEHEYRL

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

12/30/1950 F 014 Source)

7-2: B&E') A P (Schedued Patients List Source) BRFSIhTWDtEY F7v T (Setup) 7xz—X

722 ) T497—9 X (Modality Worklist)

fmbTiER > A 7L (Hospitall Information System : HIS) MSEXY T4 T—2 )R b
FO—RTE5EHDVRATLEENSINTWLDGESIE. REBFABRET—F2VR D
HIS Mo DEZY T4 T—O VR MADEENFRETT,

EZVT 47—V VR FOEGHEEZHRES HICEFE,. (V23213 DRTLE
E] ZBRLTIEZEW,

DRAT LG, XBOEEFE (XA) OHOLTOREERVERERR. REOBFD
EFTAR3ATEA—FMIICBEL, DRXATLEDEI V3 vDEHICENEFA
AIREICLEF T,

JRAMADFHLEDRRAEERT HE. BFER. BEFID. 3. £EFEFABBLUHIST
FIFATETREIZAE 2 -1 EEH (Accession I D5 E) DHBEMNTETLET,

BRERRELEICSELTIYZaTILAALTLEEEL,
FE RRSNFEZVTAT—V VX MOBEREEHT HIZIE.

“Local” 74 3 > - “Worklist” 74 3>
DY EBEZZLTLEILY,

7.3 BF (Patient) BKXUVRE (Procedure) EHDEE

X
“Clear” 74:)&%#)@'6&\ ANSNEBESLUVREFEBOETHHEES
NFEJ. COBRFICIYBREREDDEHZEINA Xy T -2 FHIBREShEEA,

IFU0163rJ.ja (2021-05-05) 7-4
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Makoto Intravascular Imaging System™

ikEREAE

74 ROI T—X~DBEH

—

BELLIUBREBROANEINIZS. “Continue” 74 12 KIMEZFHL T, BF
E—RDTSAZ057x—RIZBHL TS,

b= Jx—XZNYBEZABOICEF, BEITz—XZHERALTLE

S, BIRLE7I—XIZBHTAIENTEET,

E ATF—FTILEEHE L. Makoto™a > kO—F5 LM “LIVE” R4

ERTE T340 7 —XITBELET,

3 - ATF—TILEEHE L. Makoto™a > rO—5 LM “Pullback”

ﬂ'\é'l/.é’—?ﬁﬁﬂ'& AFvUE—FNEELICEITLET,

IFU0163rJ.ja (2021-05-05)
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Makoto Intravascular Imaging System™

ikEREAE

8 Makoto™a Yy FO—SDEBEEIVHT—TILDTSAZI2Y

DtV 3T, Makoto"a Yy FA—S & FRBFICHREL, A A—SVThT—TILETS
ATV TEHFETOFIBIZOVCHBALET, 1 APV T 0EKEAT—TILEDI FO—F
[CEBELT, AT —TILEREFMISLETETLET,

81 AF—TFILDTSA432Y

A BRERAT—TIVEAT—TILEBB SN TV LRIKEHASICE
DVTTSAIVITBLVERLTIEEL,

L
of

8-1:

Makoto Intravascular Imaging System™|[%, Makoto™a > rA—J I IF5NBZATF—FTILDT
FAIUTDEHIZ, FELGFIEEE=FE@IICRRLET,

NoDFIRIF, AT—TILORYFVWERETHTI S LEBMELTHY., FL—=2T
O, AT—TIWERRAZSEHATERT LV -z, A—FORERICETHEDLLILDTIE
HYFEA,

MEX, IBEOHAFREDT—TIVERBRAZEZFERAL T, hT—TILDTSA 0%
THoTLESLY,

IFU0163rJ.ja (2021-05-05) 8-1
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Makoto Intravascular Imaging System™

HiRER IS

8.2 Makoto™a Y kA—S5 DA

Makoto™a > FA—3 (&, BRET—TIVICEE SN AR TROFIBICHVEE/ N 7HKSE S
NTLEITIEGEY £ A

g ’ g ’ g ’ g ’ g ’ g ’
of of of il of of

IFU0163rJ.ja (2021-05-05) 8-2
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Makoto Intravascular Imaging System™

iR EREAE
Makoto™a Y FA—SZEHE/NYTDY 7y FEAOSPAIEFRET
I, MFEIFIMMALGZNES TEECESLY,

BE

Makoto™Za Y hA—S ZEFBBFICEL=HIZ. UTORTYTEETLTLESLY
1. MBIEIE. AT—TIUNRNYT—OhALREN) 7ERYBLTLEELY,

2. ABIEEF, BEN)THAL>TWESNNY 7= ZFIT TS0, BENY THFERIC
BHREVWEIITERELTLESL,

3. fii&IF. NyTr—UhoRBANYTERYHL, Z2HYICHES>TVWEEWTSRAT 1 v
DhN—REAL TS,

4. BhEIF. OV —JLED Makoto™May FA—FZWMYUHELLFEELY,

5. iB&EIKX. a2 bO—5DNY FILERY .. FEHFDIEC T, Makoto™a > bO—5%
REFTICRELTS S,

6. MiElF. WENVTDVTY FOFVWAN—DLAZFIZHELSELSIC. FFZE. FELU
KETRSNEBRENVTICHEALTLEZE,

7. 352 —ADFZ., FEXRANTRINTLWSREN) 7ORMAIOIFY BIZANTLSES
LY,

8. fii&E(E, MENIYT7ZETFICRALT S,

9. &L, Makoto™a > FO—F ZFMEIBHLTUWLSRE/NY FRIZIEA L., Mako &
avkA—5%FELTLIEELY,

10.fiiF X, FEINT-Makoto™a > rOA—S5DEEHD/NV FILZEL-HIY EFREFLTK
2&Ly,

11.4BFEIE, oo bO—ShoFFE L., KENTRINT= Makoto™ Controller Sterile
Barrier QRO DiFZIEA. Makoto™a > FA—SDHr—TILEH/IN—TF B1F=HIZ.
BE/NY) 7ESIEFEIEL TSN,

12.ffi& &, BETF—TJILIZ Makoto™a Y FO—F5ZBLVTLEELY,

13.ffi& (&, BENY T7OBEWHRY Y & Makoto™a > FA—SDY 45y MMIEHET
EE LTS,

IFU0163rJ.ja (2021-05-05) 8-3
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Makoto Intravascular Imaging System™

iR EiEAE

14.BE X, FEPITHEN) ZICWWHEIN TSRS IEFRFMNSHEB WK SIZ,
FT—TNEEBEFELTLESLY,

Makoto"a Y FA—S L DT —TILDEFEDEBMNTEE LT,

BWHRAZ Yy kH Makoto™a >y bA—5DY4Sy MMZLo2MY &

BESNTWSAIEZHRELTLESL, NUTORMIAOETE

WTWTIFRY FEA, BYICBEESNDE. BWHARY Y R E
arvhkO—S02emEDBIZIT/NETLHBENTEET,

TE

8.3 hT—TID#EH

A _
[=]

A _
[=]

AFIBEZIZEFNDIAT—TILORYFEWNE, —BELGEADATYT, CEADERICE,
NT—TINRYT—VICABESNTVSRAXENFERAFADIETRIZH > TS,

i

i

HhT—TILIE, &I Makoto™a > FA—FICHER LTS,

T. Makoto™a Y FA—S5 %KREBET—JILIZEZE. Makoto™2O
ohO—=SAhAT—TIVS Y FRBIZHEIZHE S EDNENE S
[ZLTLIEELY,

ii Makoto™a ¥ b A—SHEMEPE LT VTR LBEAR—RZH-

IE

A BEEESC. hT—T)LET-1E Makoto™a Y FA—SDET 7 4
NEGEZFLLEVTLCESL,

EE
IFU0163rJ.ja (2021-05-05) 8-4
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Makoto Intravascular Imaging System™

ikEREAE

CRBENYTOBEWVWHRY Y FA Makoto™a Yy FO—FSEHEY S Y FMZBEESN TS
CEERERELTLESL,

CBENYTHALFEVAN—FZH LTSS,

. Makoto™a > rA—5®DLCD T4 AT LAIZ"LOAD"* v tE— MRS Makoto™
Oy bO—5h “READY” LG YFERARIGETHAZEEERELTLESLY,
. AT—=TINELOBEODWW-EZELEIZRAET,

. ATF—TFILN2EILE, Makoto™a Y FO—FATF—TFTILEHEY Y Y FZEBALTLE
A

. "READY"* wt—C#RAEMAS, O A—5SDLCD TARTLAIZ, AT—FTILN
ERICEBRINTVWELENRRTINSAET, hT—TINY RILZEEEEYICELT
(&L,

3 Makoto™a Y FA—5 & A T—TILDEHGHLLRIELHIGE (X,
Makoto™a > kB—5® LCD 74 X F LA IZ “See Display” &
TR SN, BINFETRA Makoto™ S R T LDEZZIZRREINET,

84 AT—TIDTA

MEL REOHAFREAT—TIERGRAEZFERALT, AT—TILDTSA4I07%,

IVUS AT —TILOEMERER ZIT o> TLEEELY,

NF—F 8y r—SIZEEER TS R XEOEAHRBIZH B & 512, Makoto™ > kA—

SED “LIVE” K% */Eé#ﬁ LT, EMEZHERTHENTEET, IVUSEENRREIN.,

ZOERICEENZWNEEIE. E=4E@EmLED “STOP” 7«(:*/(:9\‘/9‘#675\

Makoto™ > b B—35 ED“STOP"R % ‘/’é?ﬁﬁ LTS,

FE ERICHENHDEHERIT. TIAIVTAGY) VOEERL
T. 72vralTLEEaly,
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Makoto Intravascular Imaging System™

ikEREAE

E@ (23 % Progress Strip control @ “Scan’7R % ‘/é’—#ﬁ L T Scan Phase [Z#E L F
ED

x T2AIVTOBEEIF. T34 VTFLERAFY T —XE
EETHRETEET,
x AT—TILAEEL., EEAEHFLTLSM, R¥vrTJ7—X

[ZHD -, Makoto™ma Y FrA—5 LM “MARK” R#% yﬂ
#LTLESW JL—LAIFFEREAEEA,

Makoto™ Controller - Press Pullback -’ RE =ML T,
AT L% Scan Phase ([CB#E)7 % & H#) pullback 25BH4E L £ 9
IFU0163rJ.ja (2021-05-05) 8-6

infrared:

A N NIFRO COMPANY



Makoto Intravascular Imaging System™

ikEREAE

9 RAX VY UM A—DDWMEF

AAT—TIUADHA FDVAVYDEA, A4 T« 2T HAT—TI
BLUVHRADEAIZERL T, AT—TIAvr—YICRBES

NTLWSRNXEDERFAEZSHEL TSN,

BE

TS5AIVTHFITWAT—TIADERBICEHET D LEZHRE. DT —TILORMNIXEDER
HEBAIZHEL, AT—TILEHA FIOAVITAbETHRELTLEELY,

AUATLIZEBT—FWBEIZIE. S4TIVUS EXF—FTILNNYID 2 DDHENHY
F9,

4 7 IVUS [, Chemogram # L T IVUS BHHEDH E1ER L. A— kTN T (&,
Chemogram & IVUS B #{ERL L £ 9,

9.1 547 (Live) IVUS OEE

SATIVUS TIEA A—Do5a7h”A— TN\ O LTO (FAXOTILER) EEH
BtR S, B IVUS BEAE—AEELICR RSN, 54 T IVUSHAEIEShTLSEIE
HFINFET,

(DA
READY

TJvo<—4
(Mark)
BEDA AT

=i
(Stop)

REOBEERE

9-1: B (Acquisition) E—FIZEBITAEEINTLEWLSA T (Live) IVUSRAFv Y

IFU0163rJ.ja (2021-05-05) 9-1
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Makoto Intravascular Imaging System™

ivE L ETLE
NIRTEDIENEE
E 54 JIVUS TlX, 2A—UMNEFEZZFRLEWVERY ., XX T LA
IZRESINFEEA,
E 54 7 IVUS [ IVUS BEDHERLLET ; NIRS T—ARIIRTS
9. Chemogram LE S NFEE A,
3 - SA4TIVUSIES A JD4EE IVUS BEZ4ERRLET., D IVUS

EgEFE INT-54 T IVUS X% v VRS IVUS RRT )
FIZEREREEINET,

9.1.1 547 (Live) IVUS B4

Makoto™3a > kEA—5 E® Live IVUS 7R AL T, YUT7ILEALIVUS A A —
UG ERREIZLET L, LCDRO Y —2EDAA—C VT E—FDRAT—H RIE,
‘LIVE'ZIZETNEF SN, BF THERBIAHNFINET .

GLVE  0.0ws | ©LIVE  0.0ms

_ READY

9-2 : Makoto™ Controller T, READY fI& (&) XU 0.0 mm I () THEREINTULEL Live IVUS ERig

IFU0163rJ.ja (2021-05-05) 9-2
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Makoto Intravascular Imaging System™

HiRER IS

9.1.2 547 (Live) IVUS DHIEBED

JoFxov)LRO—
(Proximal Slow)

TARRILRAO—
(Distal Slow)

TAREIILIT7—A bk JaxivILTF—RA b+
(Distal Fast) (Proximal Fast)

H

TARRILRAO—
(Distal Slow)

JoxiviRO—
(Proximal Slow)

JOFOTILTF—R b
(Proximal Fast)

TARINIT7—R k

(Distal Fast)
9-3: A A=V a7BREEARE Y, BHDIHRE (L., TH) 0214 7HY
IFU0163rJ.ja (2021-05-05) 9-3
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Makoto Intravascular Imaging System™

ikEREAE

S54TIVUS A&+ UE{T-oTULVAR. Makoto™ > bA—5DXKim & AL DEENFEH Z FI A
L. BIRNDOEREBOHNEZFAELET .

A2A—FE—Yarvar rA—)LEEHL, 20mm/s DFEETHFLEOARIZBHLET, LT
BT L, 0.1mmOEEHEBMERFRLEDARICEBELES,

HAv D E—avarybrA—)LEEHL, 100mm/s DEETHFENDHFRAIZEBHLET,
HLTET E, OS5 mMm DETEEHEZFEDARICEEILET,

READY fIE CE{GIESTIE., TOFXFOTILARTIK, 1 A=
o5 AT N Oomm~150mm EFTHEL THRGA A—D 0%k
CHWET, YRATLANEGRIRBZE > TULVEOMEIZEY.,
READY (IBICRACEMTEET,

HEARE ARETERRTESZ JOXFITILBLUVT 4 R 2 ILEH
(. Omm~150mm [CBRESNFET ., COHHEFEBZHEMNER
FIBFMWICELELETN, 1 A= T3S NET,

oMM DEIETA A =D U TR ThnTULEWEEIZ “Distal

position control’#R & /8 | FIZ m,’é?ﬁiﬂ'e‘: . A

A=V aFMNREADY RO aVIZERY Y FA—5M LCD
21—z “READY” ¢RTEnET,
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Makoto Intravascular Imaging System™

iR EREAE
9.1.3 547 (Live) IVUSDE—T L—LDFEEE (TvHr<w—2)

FATIVUSHIZ, B—DIL—LZFRFTHENTEET, 54 7 IVUS B2, Makoto™

arvka—5E0O “MARK” 7I-i"3w #IMH, aVYV—ILOEZLFBEERmLD “Mark”

V= H%’S‘ YFFTBIET, FOIL—LETYIR—DUTBHIENTEET,
CDIL—LIF1D2OITIL—LODAF v ELTEEINET,
DI L—LIEZRE. LEa—, 5B, £-Z3HBRTIENTEET,

9.1.4 S54 7 (Live) IVUS X*+¥ > DERE
—ENDSATIVUS TL—LZE,. DEDDARF YU IT7AINIZERET A ENTEET,

9-4: 54 7 (Live) IVUS REIF DI (Acquisition) E—F

54 7 IVUS f1|Z, Makoto™a > kA—5E®M “LIVE” R4 >E€#ﬂ¢7b\ =& IVUS

ERTED “Record” 74 QRN 2 v FF5&., REZHIIRT A ENTEET, BUY

Makoto™a > FA—5 E® “LIVE” R4 ‘/Eé‘—?ﬁiﬂ'h\ EF-AEM@ELED “Record” 74

:‘/.E’;‘l‘yﬂ‘-?éc‘; T—EDHREFFLEENETN, A A =D TSN ET,

IFU0163rJ.ja (2021-05-05) 9-5
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Makoto Intravascular Imaging System™

ikEREAE

GLUVE  0.0mws | @LIVE  0.0ms | ©LIVE  0.0uws

READY | . 55.0.

Iﬂ |

20.0.

9-5: READY [T 2 TWAERE L TWVEWS A 7 IVUS DBIREIE (X)) ASSREAN, RITEMEHIELTWSS A T IVUS
DR (k) | FOHAhSEEDPISEHEZEYOELTHRT 5 (H) B 70+XH0 Makoto™ Controller LCD X9 J—Y,
BESNATWNSE5M4 T IVUSHIEIRET7SA I VRRRIATVET, BEIShTWS54 7 IVUS FICERMARITEhZE, CO
M/ TREDT—Y LIRFEMNBEIZEITEIATNSECAIZEBY DR EShiz/N—RRRSh (dher) | —BRAENT—V &
URIDRE XL ITON—RRREShET H) .

S 4 7 IVUS DEciah(L, HHXMIE. EREDEHES L VEBRAE— R4 o5 —4H
B EshET,

x

Makoto™a > kAO—5 E® “STOP” 1R4A ‘/’E?ﬁﬁ'?ﬁ\

E-SE@ELED “Stop” 743‘/’&7‘)7’76(‘:~ SKIE A
BTL, AT—TILOAA=207aATFRIELELETS,

“Pullback” 7R% >§?$Ttiﬁ7(£0)5«r 7 IVUS SREIN#ET
L. RESNTWVWEIEETH— P TNV I RX v VERIBLE
T, A— b TNV IEEBMNICERE I TULET,

e AEXEY U IDF7ANIZTVIOI—= %1+, FEESh=547
IVUS A& v DT L—LLETES#IVUS BEHRZEHAIT S5 EMNT
TFET,

9.1.5 54 7 IVUS M Marking (¥—F> %) FEf=I& lzeroing (¥0O1k) 1
BEIN-54 JIVUSEEBHzay rA—F ELT"Mark'R4 V& HAEED "Mark" 74 3 >
ERYFTBRBE, Tvov—o9hHt+oh, HETLEL—TEET,

EXBFEDS A4 T IVUSIREFRIZOY FA—F ET"Mark'/R 4 V2T HABERD " Mark' 744 a2 %
BYyFFThHE, B—IJL—LEEELTITvIY—IFIToN, HETLEL—TEET,

IFU0163rJ.ja (2021-05-05) 9-6
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Makoto Intravascular Imaging System™

ikEREAE

FEDSA T IVUSBEBPRIZTvII—YZEBMTSE. BREORTIMNY Y SN TO0.0mm [
RYZET,

9.1.6 54 7 (Live) IVUS DL

FATIVUSIE2 DDA ETIELT A ENTEET -
a. Makoto™a Y FrO—SDEMEDZELL. 58 IVUS ODEGEH. SEbDS14 T

IVUS DIELLE B A SIZI1E,. Makoto™a Y FA—S5 LD “STOP” R4 >.€

RyH, E-2EELED “Stop” 74:!)’2’5‘“}? LTLfZSly,
b. 4T IVUSEET L. A— b TNV I ZELICHIBET 57=HICIF.

“Pullback” R#%: /.’é?ﬁi LTLE=ELN,

Fo 54 7 IVUS %{21E#%. Makoto™ Controller /SR JLIZIXREZIC
"Mark' R U ER L TH OB L-EARTINE T, RIC
"Live IVUS", "Pullback". "Return to READY". F-IIFIRAK%2 >
FHITECIDELNRTINI-FTFIZHRYET,

9.2 A—F 7y HDEE (Automated Pullback Acquisition)

=L TUNYIDOBEBTIE, A A—=207aF7#RESETINVIETVET., COERET
[T, BEINFE=TILINYIFEETIVUS & NIRSOADT—AEBEEHFEEITLVET,

IFU0163rJ.ja (2021-05-05) 9-7
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Makoto Intravascular Imaging System™

E kRS
A4 RTA
—7 T KREINT
(Guidewire WBTL—
Map) LAIE
RERINTWS (Displayed
JL—L%E Frame)
TNy g
(Displayed
Frame and
Position)
Ty FAR
F— kTN e
v RERTE Sk
(Pullback (Good
Rate) Spectra
Indicator)

9-6 : A— FF sy Y (Pullback) HOEE (Acquisition) E—F

9.2.1 RDA—FFIiNvH (Pullback) EEDHE
T—FTINY I DEEX, A A—D VT ZRIBTDHINCRESNIDELHY T,

N
“Pullback Rate control”7 4 O ‘/{»’5! YFL. ROFEODEMNSFLED TILINY Y
REZERELTSESLY,

0.5 mm/s
1.0 mm/s
2.0 mm/s

9.2.2 A—FrFII/yH (Pullback) DBt

Makoto™ Controller £E® “Pullback” R4 VEEZH L CTHEI TIL/ Ny VB ERIBLTL S
Sy, TNy DOFRPIZESR IVUS, EEHIVUS, A4 FOAVYRBRET YT, Ty FARS ¢S5
A=Y TILEALLTEHFENET,

9.2.2.1 Preview D5 BB TNy 0 #REFT B

“Pullback”R% > %

IFU0163rJ.ja (2021-05-05) 9-8
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Makoto Intravascular Imaging System™

ikEREAE

READY DHIEN S BE TIL/N Yy IV MBZHIET HE. AT LIFETO0OMM OEEIZFES L
LivelVUS VB ZBAIALET, 253932 & T, TNV O BRBMEDMENEGRHEENAIEEIZL

YEY ., ERHEDRER Pullback"R% > -’ EHTEBUTILNY Y ORMENREYET,

9222 Y FRNI FS4225—4
A= b TNV I ERIBT D E, KRVRATLRREARY FSEMEBELEASREFE
—RY) S LET, KR TFLIE Chemogram ZERT 5101 RINEDRELARY
FSZ#HEL L, Chemogram fERICHENDT+RHEARY FSERMFT BHE. Fv KR
RY)ESAVOT—2DRRIBEBNITEAFTT,

E 2 AT Lih Chemogram ZEBDIZ+RHEREBEDT—2 2GS
BE. TV RARG L SAVDr—E A EZFBEELENGIEHA
9,

& =IEH 12D FILNy U A& v T —42 H, Chemogram # ¥ERk

?61-:&)':52‘%_6?—0

- BEODRARY FILOWMHRFBICKY, EZTY FARG RSA 2D —
AN IEWNZHE->TLTH, 559 F T Chemogram DAERKICHE TE4L
ARY FILDEIED 12%FHEZ 5355 . Chemogram [FEREhFEH A,

IFU0163rJ.ja (2021-05-05) 9-9
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Makoto Intravascular Imaging System™

ivE L ETLE
9.2.3 A—FrZFIL/NyH (Pullback) DFELE

A @7 Chemogram DFERZG 5 A2, A4 FAT—TILAT
DA A—=D T ERNRITHNZ TLFZELN,

S

A= LTV IIE2DODFETELETEZENTEET,

1. Makoto™a > rA—S5 LMD “STOP” R4 >=&¢$ LTLEEEL,

2. Makoto™a 2V —)LE=ZEELED “Stop” 74:!‘/(:’5“/9'- LTSN,

LRDEL SHDEET Makoto™I Y FO—S5DEEZFLESE, T—FWMBZLHDZEN
TEFEY,

é BRAaNZEEE. Makoto™a > FA—5E®D “STOP” KA >

e zﬂm LTS,

E EETIL/NY R (150.0mm &) (ZE|ZEI 5 & . Makoto™
OV FA—SIEEEMHIZ TNy EEILELET,

e TNy Y EFEIET B E, Makoto™a Y FA—S/ARILIZT—2
RAVERZICIBLTH BB LI-EREIRTINEST, N
(X. LivelVUS, FIL/Av %, READY I[ZR%. F£-XE#ARE >
MBEINDZET/ARILIZEY E£T,
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Makoto Intravascular Imaging System™

ikEREAE

A¥xyoT—4
HA4 RHF— MD:ER (Scan
FILTRY Selection)
(Guide
Catheter
Mask)

9-7: A4 FAT—TFLLBEHEINE=F— F TRy HEDOEwE (Acquisition) E—F

A— ;TN # T, Chemogram. Block Chemogram & LCBI [FEHEhET, HA KD
A YRET Y TIE, RRSWFEFRA, [€72321026: A4 F74V¥HRET Y TORTKY
B] #8RBLTIEZEL,

HARAT—TIDERLATLIZE >THRESNIZIGEIE, FL—DOHA FAT—TILIRIH
Chemogram, &#f IVUS, Block Chemogram EIZRRTENEzT, [V 32 1025: A/ K
AT—TILIRRYDRFRUE] Z25RBLTLESLY,

x HA RAT—TFTIIRIDBRTEINDZIGEE, M FhT—TIL<
Z % M@ Chemogram M —&kl% LCBI DEEM SN SET,

9.2.4 ZF—FZFILINyH O Marking (R—F>4) E£f=1& Zeroing (¥O4k) |
A—FTINYIBWERIZ, Y bO—FFEEEEBOYT—IRE D EIBTH, BEEROY—I 7T
AAVERYFITBIET, N—V%BBL TR THRETEET,

TNy IBRBHRIZII—Y ZEBMT 5 &, BHERHORTHL 0.0mm DIEBIZ) Y FEShnE
ERR
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HiREREAE
9.3 EIHLIBORXv A4 A —DOWMF

A\ BRI

A S

ERET,. BHORF Y U EERTEFET, AT—TILIE2EBUBORF YoM A =D
BIGDRIIZ. AN UEEBBBKD IS v a b hT—TILOFERET o> TS,

IFU0163rJ.ja (2021-05-05) 9-12

infrared»y:

A N NIPRD COMPANY



Makoto Intravascular Imaging System™
E kRS
BIT—4 ZWET 5I1Z[E Makoto™ Controller T"Live IVUS"7/R % ‘inf:li"Pullback"?l’i’;‘l

)
>€¢m LET, 1 DBIDRF Y UAREEIA, FILLTI T4 THERAF Y UNRETRENE
¥+,

HLWRF ¥ UZFBLI=BE. Chemogram EEICHLWRAF ¥ o T—2 2 THARTRSH
£9,

x BOULDRF Y T2 EWMF LSRRI, EAEDKMNZERA
LT, FETHRX VY UT—4 R TERREE, 29y FLTLE
YA

x 1EDHRET, A 20 A F v U T—2FETMHRITHEMNTE

FI. LRICELEGRIE. REDGTVRF ¥ U ZHIFRT 5H.
WEDKREBEZHALTHLLVEEZRHIBL TS,

i AXvT—2DEMIT, MHEET S ENTEET,
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ikEREAE

10RF YV T—2DLEa—, FABLUVEROAS

10.1RF ¥ U T—2DRIR

BHORAX Yy o T—4 BB ENEER, AXYUT—4994 2V FO%ERAL TRE
SNERX Y UT—2ORIRKRMNETETT .

AEyoT—
A #wmE (Edit

e R Claca : L ) -
Prime : Scan ' Close e P o § Scan)

A¥yrT—
Bo4 R
(Scan
Selection
Contorl)

B 10-1: "RCA" RFx ¥ U T— 4N ERSINFZIZEDEIMEF (Acquisition) E—FDXF+v> (Scan) 7x—X

E-AEELIZEEDRF YT —RERTTHICIE. FETHARAXFYUT—2DEWN
#A9FLTLIESLY,

AXvoT—804V FIVATE, ERIDETORF Y UT—EFTHKRREIN
T, AXNVYUT AV FIDERICHET HARHNEZ VFI HE. TOHD
AXv UT—R R THRRREINET,
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ke EAE
102 R¥ ¥ UT—2DRE

AExYUT—44
(Scan Name)

o‘|

{ 03/11/2015 14:32:50 ® ]

AT—TI

Ax v oT—4aRE
4K
(Scan Edit Window)

Name 7 I:I—X‘/‘I'\'}'l ~
oy hES ; (Close Edit
(Catheter Lot i Catheter Lot Number 20
Number) N 64623
AxvoTr—4 L I, post 2.5mm ostial POBA
EMR (Scan N
Notes) HA |~'74’o‘\”—
By o
Block (Guidewire Map
Chemogram Toggle)
RROYE A& v oT—45HIB
p L] (Delete Scan)
Chemogram
Blcok FRRD
v

10-2: A¥ ¥ > (Scan) 7z —XET&EIREN., “Pre”

A EHAT—TIL
TR DYE
(Guide Catheter
Mask Toggle)

ISRESNERFT YT mEV1 VD

AX Y UT—REREBZICTBEHIZ. AX v U T—3FRERET L LN
TEET,

BRLERE vV TF—44TIcERENE “Edit” 743 ‘/nl:'?‘y?
FTBERE YU TF—AEEY U RORRRINET, BlH 2R E

DT EREVAVEFVDNMUER v FITEHERETV 1 FUIFEL b,
ETOEENMRESNZET .

1021 RF¥YoT—44%

AF¥ v oT—RBlE. AFv TRV TORERERMESEDAIZH
REAIARTBENTEET, AFX VYU T—2RDHEF. HBEV«VF
0 “Name” WIZERZFHEATIEIZLKYITAET,
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ikEREAE

CDRARFXYUT—HRLIE, LEA—FE—FKDRAXYT—4T4LY F
1J. DICOM 727/ LB LUV LR—FIRMENFET,

b= LE2—F—FDELY F712—XD T4 I)L5B— (Filter) ZRAL)
T AF Y UT— 38 EBERTHIENTAETT, BHSIERICD
WTIE, [EY23arv 121 BRET—IBLURFYUT—E2D
ER] #8B LTS,

10.2.2 AT—T)Ay +EE

AFxvoT—421F, #EOy rEESDMFWAT—TIIZE>TREENET, hT—
FOy FEEIE. hT—TFINRYF—JIZRTENTEY., FhiEilEEYs U F9R
DHAT—TILAY FBEWICEBATEIEICE>T, TREFNRDRF ¥ I L TEET
=F7,

E BEIMICZD T4 —ILRIZAATBICIE, By b Ty TT7z—
XB(ZHhAT—TIL
Oy FBESZEEALTENTLIEELY,

E AT—TILOOY FEBEBRETSIZIE. LE2—FE—FDELY
F7x—XTT74)L%— (Filter) ZFERALES, [/ a3
12.1: #%& (Procedures) 7—4% LRF¥¥ U T—42DER] %
SHBELTLEELY,

1023 R¥X Y UT—30DER
MEESNERAX Y UT—RIERZEMLEWVES. HEY 12 FH®O “Notes” I
BETHAIENTEET,

b AX v UoT—30ERBIZEHRINE-AFT v o T—2DERIL.
LEA—F—FKDELY FI72z—XEDTAILEATRETSZEN
TEFY, BRHFERICOVTIE, [EI/Varv 121 RET 45L&
AFx v UoT—20ER] SR LTLLEEELY,
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ikEREAE

10.2.4 A& ¥ > L=FK# Block L)L Chemogram DFER
& IVUS RRINT Block L AJL® Chemogram #RRT ANEINEZYEZFT,
COEREIBAEDRAF v UHNEZIFIZRBENET,

pz HLWRF ¥ >I2xtd 3 Block LR JL Chemogram DT 7 #+ /L
FRERIE, PRATLD"Settings" THRETEET, FMHIZDOT
[ [ 23213.6 A¥+¥ 2UFE (Scan Display) 1 =S8R
LTLEEEL,

x COREFIIVREFE > THEIZHETEET, Block LAIL
Chemogram TEYZ Vv I LTHREZEEBLTLZELY,

10.2.5 A ¥ ¥ > LI=5# Chemogram Block D &R
528 IVUS &RRTOH Chemogram Block 2R RT H2MESIMIYEBEZFT, CDER
FREDXF v VRHEIFIZIRBRENET,

x HLWRF v IZxd B Chemogram Block DT 7 # )L k&R
[F. PR TLOD"Settings" TEHETEET, sFHICOLTHE [&
23 3213.6 A¥x+ UEE (Scan Display) ] #8BLTK
ZELY,

i CHORERFIIVREFE > THEICHBTEET . Chemogram
Block TEV Yy  LTEREZEZEEL TS,

10.2.6 R ¥+ >T—4 MO mxLCBI

LCBI D4 Y FODRRYAXIE, REX Yo T7—R2T¢LIZT 74 MENGERETEE
To ROAF—ZFFEAL T, mxLCBI DFHEIZHERAT S5V 1> FU%E Imm H 5 10mm
[CEAELET.

E TRTOHLWRF Yo T—3DT I MEIZ, SRXRTLD
RETHRETEEFT., Y2 3213.6.5 /RKLCBI
(MXLCBI) OO 4V FOY A4 XEZSBLTLEEEL,
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iR EREAE
10.2.7 H4 FhT—TILIRI DOERRUE

A i@ %E Chemogram DFER /{5 AIC. HA4 FAT—TILAT
DA A= T #&/MRICHZ T FZE0Y,

BE

Chemogram. 714 K74 Vi~ v 7 K&l IVUS. & & U Block L' X)L Chemogram
[CHA RAT—TILIRINRREINFZBE. AFX Yo T— 3 mEV1 V FIORICH
52HA RAT—TIIRRYVDERRUBETRRERBT IENTEET,

A RhT—TIL
T XY (Guide
Catheter Mask)

10-3: HA FAT—TILRRVENEDHED AV KD (E) HA4 FAT—TILIR Y EDHOEREI 1V F
o (H)

10.2.8 #HA FOAYRET Yy TORRUE
A4 K747y TE Chemogram 28U B Z-WMEE. A¥X v U T—3RE
D4V ERORDHA FOAVREY Y TORTUEZFERAL TS,
HARDAVIRET Yy THERSIND & RRUEBNFIZHRYET,
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ikEREAE

03/11/2015 14:32:50

Name

B RCA

. Catheter Lot Number
. o HARTA
Notes 5
B STEMI, post 2.5mm ostial POBA . . By J
o ; (Guidewire
4
Map)
IS > Show longitudinal Block Level Chemogram
54 R4 M
Ler kv“SM:\w transverse Chemogram Block
YRET Y -
o mx LCBNgndow size ——@—— 4mm
T0E
. . N
(Guidewire
Map
Toggle)

B 10-4: HA4 FOAVRET Y TUNEBEENEOHRET 1> Ky (£) ; Chemogram AfEah HA KA vigH
Iy ITNRREINET (B)

10.2.9 RF ¥ o TFT—4 D4l

BERDAX Y T—8IF, AF v UREVA 2V FOATHIRKRT S ENTER
Yo HIRATIZHERA v E—UNRTEINET,

| Catheter Lot Number

Notes
9 Delete pre?

W show longitudinal Block Level Chemogram

emogram Block

A¥xvy

DHIBR i j’i}-"

(Delete - « ” S Tdo = s
Scan) 10-5: . REYUT—A2REEY 1V FYHD “Delete Scan” PA4 Ay (B) BLUHEREDAvE— (F)

A—HITE>T—EFEHIBREhDE, AX vy T—FIFERTE
FEA,

=
‘I [=]
Lo
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Makoto Intravascular Imaging System™
E kRS
10.3 R¥x ¥ U T—2 DR
BRENEZRA Xy o T—2 1 UTOT7A 3 ZERALTHRTLIENTEET,

A¥YUT—40
=R (Scan
Selection)

JL—A 2 LEa—
(Lumen Review)

T—rTLa1NvY
(Playback)

JL—LiN\—LEDA
v or—4A (Coarse

TJ7A4 T L—L Frame Control)

BiRav rOo—L
(Fine Frame
Control)

10-6 : RF¥ v T —2BIRIZK BB (Acquisition) E—FDRXF > (Scan) 7z —XE LY
IJL—LarbO—ILHBNAS5A4 FRTESNET

103.1A—krFTLA1\Y S

;
5EEH IVUS 4 A —DDTERZ “Playback” 74 3 ‘/ | A HY ET,
“Playback” 74 aVIZAyvFI 5L, BREISNI-EH# IVUS B ZHRE ST L—
Lz, SRELZIEICEBMICERSEET,

TLAnRNY Y&, 54T IVUSHETIE1HBIZHI JL—L, F—F TNy D
FRETIX 1#MEIC30 7L—LTHEESAhET,
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ikEREAE

—B=ELE
(Pause)

10-7 : A— F FL Ay U hDEEF (Acquisition) E— FORXF v > (Scan) 7x—X, —FfFlt (Pause) 3> kA—LA
N T4 FPRRSATVET,

—FHELEEFRREINTWESIL—LLETOBAZEFELELFEY, BEZBERT D
& RBICRRENE-ILU—LOoRBRREBALET,

E BRESN-AXroT—42(F, L—TBESIIhET,
E BMEENBIREN-BEIE. A— M TLA Ny DT FDER

SNF-EEATIL—TBELET,

10.3.2 W—*2 L Ea—

IW—A2LEa—IE, BL2DT7L—LZFAELFET S 560M@EMEEETT ., FEEICE
WIL—LZIL—TEBETDET. VUSOBEBIRAD TS5—5 LMl NERE
Bl|EIA-EET,

F—rTLAN YO REOARIZHA"Lumen Review"a > kO —)LEEA%E 5 v F
LTIL—ALEa2L—ZFYPYYBEZTLIESLY,

E DATLEBEEFERNTIL—ADLEa—DOERFELIISEELZHAEL
9, [E923213.6.2 JL—LDIL—AVLE1—
Bl] z8RBLTLCESLY,
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ivE L ETLE
10.3.3 R=aF7ITILiNnyH
BIRENERX Y OT—2E, XZaT7IVBETEIELARETT,. LWIFThdHOD

“Fine Frame Selection Control” 74 O ‘zml:'}? v F LI-IRETHRET
5. BRLEAMANBETLIENTEFEFT, COHETIE, ERSAFRFr Y
T—2HAHWIEALEEICENT, RED I L—LICEL-BRTHEILEFYE
T, BIRENERAF v o T—2FIIL—TBEINFEEA,

x WHEET BIZIE. “Fine Frame Selection Control” 74 3>

u’éﬁ?ﬂﬂ LLTLEE,

10.3.4 7 L—L3BR

10.3.4.1 FZL—ALDERGZEL

Coarse Frame Selection Control % Chemogram £71=IEH 4 K74 v < v 7 & K
IVUS Offl. FEEFEMROEEDEAICKS I LT, RRSNTWESIL—LET
EFOCEHFLES,

b= Coarse Frame Selection Control ZF &I THMNTIHE (X,
IL—LBHEEIIA OO —ADOBEERELRALET,

10.3.4.2 T L—ALZERSG %2

JAxITILHBWNET 4 AFILD “Fine Frame Selection Control” 74 >

m(:'sﬁya‘?‘é:&f\ 17L—LZ¢ICaTREY/ATRRLEZT SO EN

TEEY,
b h—YILETETS L, T4 K74V RE~< Y T, &8 IVUS
FHIERBEBRLICEE, YORADKRA—ILERO—)LEHE
BEICEDT, RERENETL—LZELIL—LTEIZHEH
IHBIENTEET,
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1047 v <w—% (Mark)
Z#Vz¢&$0%®&l?/77 DEZRETEET, XX OWMEPRIZ"Mark"3

fﬂitﬁsléﬁﬁﬁaj%ur<téu LE2—DREE. BT
L—LETBELTASEEN Mark'ES v F LET.

x Ty I—91F17L—LHzY 1DTY,

= 1RAF Y T—ANTIOETITVII—V&[MITEHIENTE
7,

x EZABEALTES DETITIVIT—IDRRTEINET,

X 8 IVUS TOFRIH D NNETL—LETERDEAZTET S

BdHE. TOTL—LAICRBEBMICT VI I—IMIEET,

F Yy c 7y TERITITSALTIT—XATI—OREVEFERL
T. IBE—FORD 7 z—XIZHEHAFET,

3 —r TNy OBBRIZ. R—OR2UEFERL T, BEE
BtDFR <% Omm FEREIC) Y FLET,

AFX v oT—2RADT v I—Y DALEIL. Chemogram & UKEH IVUS LIZ/IMNE 7
BREOD=ZAKTRRINET, TVvIT—IDERINEE, A1 VO —2FHRERT
SNTVWLEITL—LhoBEREINE-TVII—VDHNEIZBELET,
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iV E LR
TyhT—hHRESS BAERTINTLS
AL — S — 7 L—J4s (Current
(Mark Position Frame)
Indicators)
BRESN=Tvy
Jvubh<w—4 L <v—7% (Selected
Jﬁ Mark)
R— ~DENRI
(Print Mark TvoI—0 D&k
Report) (Edit Mark)

LA )L (Mark

. B .
Thumbnails) TvII—UDEE

(Mark Position)

10-8: Tw4o<—% (Mark) fiiElX. Chemogram & & UK#h IVUS (Longitudinal IVUS) EIZ#&ED
EARTRRIN, TV II—VORBBYLRAILKRREINET,

10.41 Tw9T—% (Mark) DEIR

YLRAIIE, TII—VINDEICEREIN, LEA—BIZTvIv—9Y LEEE
FERTIBOSREGVET, Tz, FETDHITLRMILICEYFTEHE, EZ2E
mIZ5EE IVUS B E L TED I L—LDRRTINET,

1042 TvHOI—IDO&HE
TvII—91F. BEIV4 2V EITHIBRT A ELTREMHITEIZENTEET, HFE

YU RS RIS, BR LAY AR LELD “Edit” 712 Ellzs vFLT
CHEEWL,

mﬁéb\lij‘yﬁ'?—ﬁ DwREI4 2V EIDNMUNZZvFTDHE V14V FIIEEAL
b, RERFREFESINFET,
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ivE L ETLE
10.4.2.1 Tvov—0DER
Tvo3I—Y DiRE SR
VA Ny
(Mark Edit (Scan Note)
Window)

Ty 3—9DHIK
(Delete Mark)

B 10-9: Ty I R—VDwmEY 1 FIIZEASHIZER

TvII—0DABIZOVTOERIE. HwEV« 2 FOOTRWIEHRS SENTE
F9,

10.4.2.2 Twvov—oDHIE

TvoT—01F. HwBED1 2 FIORD “Delete” 74 /BEERA%E 45 vF L., HIffT 5

CENTEET,

E HIfR ST v I T—U B TEEEA,
bz 5B IVUS B EICEHAIRER H 5 DITERAF T on-T v

Y — ZHIBRY BRIC(F, HEREERSINZFET,

10.4.3 T I—o ORI

Ty hT—b L=k lE. BIRENET L—LAORERRE 1 N— (2B L
i-a_o

B st TY L A—~T v T—b Lfi— R EEET BT, BRI LA L
ELED “Print” FAaABI=5 vFLTEEL,
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ivE L ETLE
10.5 &8l

ROZXATLIZEWTEHAZITIICE, RFX vy 71— X0EHEGRS S UVRBEBREE
RALTCEEEL,

BILRIE D sV kD
(Region Selection
Control)

FEIREIn -5
(Selected
Region)

BIRES N = FE

(Select
Region) FHAIEERERE T A
ay
(Length/Region
Measurement
Contorl)

10-10 : "RCA" RF¥x ¥ U F—42NTHEE (Region) MBIRINF-Ea1— (View) 7z —XEEH

10.5.1 BB R, NEEEEEE S LU LCBI &I

BbEEE. ABEEBEEES LU LCBIFHAIX. K# IVUS Eifg & Chemogram £ T
BDEEOEREEL TE I EHONET,

10.5.1.1 B B DERE
BB IL., ARL—42HEIZVEEMICE > TEEINIEEDEETT., chod
fEIIZIE., BEE. EEE. X TV MRLGEENEENET,
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ikEREAE

EHAEERET
ar

FIE

(Instructions) (Length/Region

Measurement
Control)

10-11 : EAMEBOBREFOE1—T7z—X, BLEEOREERT T HOOEELOBERIEELTLES
(A

BiDsEEIL., “Length” 74:‘/“( FyFL. RBEBRLTHERAEKAD
JL—LZzREIRTDHETHRESINTT ., BOEEDRESEICIE.

(A) 4105 —ATHRERIFLLT,. BAETFrSIYIT5B, HHWLIE
(B) 2 DDYLRAINERIRT D ETEHRET D, 2D200AELHYET,

b= LRIV ERRAT S LT, aRECEDERZRET S
ENTEFET,

BDEENRESND E. TOBRENDORMEREIFIEZRLETS . BDOEEY 1 2 FIA
AX v oT—204 R IDTIZRTENET,

b= BRESN-BADEEEFIL—TEET BIZE “Playback”74 a Y

>

DA% 2 v F LTLZELY,
LCBI O#&ER & Chemogram D EICRREN, REIIREMIVUS DEIZRREINET,
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ikEREAE

BERE LB e } el BB
FEiE (region)® o A LCBI D
fE

BIRENT=ED
fRig (region) D%

BRI NED
$E 1 (region)&

BRI 1-5EE
(region)D AFEE

B 10-12: Ea—7 1 —XGCEIR LB 4EsE

10.5.1.2 BEI1 751 DR 5
Chemogram A CTHRE SN-FDEETIE. AF v T —424NOUBEZAELEY
BEUBEPKRTHEZRABLEYTHZENTEET,

IFU0163rJ.ja (2021-05-05)
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ikEREAE

[<mm%4mmf

D 70 o|lp 40 a» 50 ‘TL
Pl .—I—t—-n—‘1|||

w‘\‘

10-13. BADEBID&ESEa Y Fo—)L

ELEEDMEZ FS YT LT, BUEEORSZEEETICERSN-ELMERZHR
BLEY,

BIDMEEDEL, FRIGESDEREFS v LT, BDOEEORRL-inZEREL
FY, BELEEORSIEFMICEHINFTT ., LCBIIIRENTTISEEH N
i-a_o

X - TIORNRA VR EREDBHEBEE-IIRTHRENDIY FO—
IWDEIZEZ, TORKRA—)LZFEHAL TCELEBOERDAL
BEEWERELET,

e BOTHEBLAEVWESICEADEEZDYSI LET, [EH 23

> 10.5.1.7 EgbsEEOOY Y] ZBRL T LSy,
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ikEREAE

10.5.1.3 <&, LCBI 2T maxLCBI
BEILEEDRENTETT HE. TOREDEEICET 5 3 DOAIERERENRRTINET,

Length: BB DEEREZF S ) A —FJL (mm) TRLF-BDTI,

LCBI: BOEED BEaA7REA VT YY A TY, LCBI[FER
SN-BELEEICE T LBEBEL T FILOEMHEEI L
[Zxid BHEEZ, 0HND 1,000 DETEHRLE-EDTY,

mx(4): BDEBEATCTERESN D14V RO AL XZEITHHEKRXDIE
BaA7REAVTYIARTY, 942 Rov4 XONERKE
{El& 4mm T,

10.5.1.4 EREEXFE (ASY)
fElEIE, BRURTLIK, AREE LTHANL-EEOAEEZEL 2 DODY—Y ZFAL
TR SNz EEIZ, AEEERE (AS) 25HETHENTEET,

o BEOREDOFIBELIURT IL—LIZIL—A VAIEZEML
T. TOREDIL—F VHEEBREZRELET,

10.5.1.5 BHRP S OZERAE LR
Region Selection 74 AN TxT 2 RE V22 v FI 52 & THIDMHEE (Region)
ERELFT, R#EER., RS, LCBI LU maxLCBI DFEREHFINFET,

BEXISY HE0MHEE (Region) DRE VEHT, FLEFBFEEDXAF v U OED
AEx v U 7ZBIRT 5 EEDMEE (Region) DBRVERSNFET,

I FARBDRE (Region) ZETET S & HEDOBEDMESE
(Region) [F:ZBIRFEREINFET,

10.5.1.6 B #Est (Region) DZH
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ikEREAE

{ 40.4-66.4 mm ﬂ'l‘

co-p B 40.4 10 66.4 mm x "

Name

40.4-66.4 mm

Notes

BEILEIEIRE D «
> K2 (Region
Edit Window)

BELfEIZ®& (Region
Name)

BEIDpEIESE
R (Region
Note)

BRI A D I
i (Delete
Region)

10-14 : BRI (Region) #R&E™ ¢ ¥ FVIEEAShI-BILMEE (Region) DAFF

BDMEERE Y « » PO RIS, BIREWELMEE 2 TOERO “Edit” 74

- ‘/ul:’;‘l YFLTLESW, RBREEHITHICEFLI M2y FLTLSE

YA

ml:é‘l VFI M, BEDEEREV AV FODNMUNCE Y FITEHED 4 VIR

FLoh., ANRBERFSNET,

10.5.1.7 BiDEspay o

ERL-BEDEERE D ORERE v né‘—’;‘l vF LT, BLEEREY 1 v FO%E

FAEFEI . EDEERY I 71 E ﬂé‘—’;‘l vF LT, BDBEOMEFRT=IE.

BDEEORIRME E R THEZRET IREZIVEZIFTT,
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iR EREAE
10.5.1.8 BBt (Region) DAL
BIRENF-EDMEES TED “Edit” 743 >E(:9 vF LT, BEEERED « >

FoZRNTC S, BDEEZERET 54121, “Delete” BEEED > FO—)LIC

AyFLTLEESLY,
b= HIfg S -BEDEEIIETTEEEA,

10.5.2 7 L—L ED&HAI
EEHIVUS LOEEED-HDOEAIL, EOTL—LIZEWTHLAIETT,

i JL—LEDEANETTHE. EDTL—LDTVII—7
ABEBMICERSNET,

i JL—LLEDEANTETTDE, HLRAILDERESNET,
x TOT4TIERETIDY—ILEZ Y TFTEHE, ETHOFHE

FEEITLU—LEDEREHELFY,

10.5.2.1 Il 7 (Area) 58

“Area ” T4 IBM%E2 vF LCIUTENETHE. TUTHADRNERAD
EEEFEBMICHLET,

IFU0163rJ.ja (2021-05-05) 10-19
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iV E LR
FIE
(Instructions)
T 7HE
(Area
A—AILA—L Measurement
(R4 > FERGL
BN X—L) BMMARA > b
(Zoom area at (Additional
touch point) Point)

BHtRARA > b+
(Start
Point)

B 10-15: TY PEIAIVEAMTETPIORF vy I71—X, BRAICEREShE-RAK, FYXELBYODREh-A
ELTRINBZEITERBLTLEZL,

BAEHRDSIE. “Area” 71 BBMIcA v F LTS, BFERBETA
AVNFRICELYFEY, FHRIDFIEY « » FoMEH IVUS O LRRICRTSNF T,

T T %EAITBHICIX, 5FEh IVUS ETRIIARA >V FEREL. EHARRD FL—XIZ
BhETRA U FLTLIESLY,

¥ IFEHDKRAVFEEMLTIYTEEETDE. TYT7DT
LELA—HAEBRTRRINET, ik, AR 22y
FEEIFVVY I LTI T7HAERLIGEIC. ERLE=TY
TFHNREDESIZRREINBINERLTLET,

E ETROAERRT BIZIE. EZ2ERLEDFIED A VKD
[ZHBHEYEL “Cancel” 741 yﬂ(:@ vFLT
{F2E0y,
IFU0163rJ.ja (2021-05-05) 10-20
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ikEREAE

FHRZHEET BICIFRABARA Y M2y FLTLEELY,

#8 (Results)

10-16 : U7 (Area) FHRIATET L. BRELRTESATNET

ENETNOI)THANET I 5 &, S/ME. RRE., HEEAEEH IVUS EBRD
ELIZRRSINFET,

b= AR E2 Vv TFTHE. EENIVUS BREICR/IMEERKE
NRRENFET,
IFU0163rJ.ja (2021-05-05) 10-21
infraredx
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ikEREAE

10-17 : EHOT UV 7HBDI) FHTRRICFL—REND E. BRTShERBEHRARTEINET,
V=2 VGBERRT DL, RINBROEEREDUEARTELET,

BHEDOTI)THREL—RSNDE, EOREFBATEINET,

b= ZBIZIE3DETHOIYT7EFL—RTEEY,

x ET)T7OHABRIE. BBLBELEEIAES., T7—0T
7B EDFHRASNEET)T7OTAaAVIEF, FHRISh=TY)
TORRZEZERET DOICEASIEHIBICEHE TR S
i_g_o

£ 12OIYT7HARA—TL—LD2EENIYTHIZRLIZEE
NTUWABAE. Makoto™ LR TLREEMIC TIL—A2) &
[EEM] IZE|Y YT, TS5S—HITUYTELVTS—H91—F>
[PB%] MEHRISHET,

E B—7L—LT3DDRAMEIUTHNFL—REN, TUT1
FTYZ72HNTREEICL—REN, TYF721FT)F73AT
S&IZL—RENBE, Makoto™ LR TFLIZEEMIZED S
BT 7% TEEM] ICEIYE T, RLAATUT7ZE [)L—4
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ikEREAE

vilz, FETYT7E TRFU M (CBIYHTET, T5—2
ITYT7HEVTZT—9/3—FT> PB%]J IE TEEM] & T)L— A
V] OBTHBIENET, BT YTIEX TRTFUR & TIL—
Ar) OREITEHAISAET,

BEORA U 22y F LT, BHOBRICKRS Y ITHIEICKY,. TYTDHAX
EEEFEEBEALES. TRLETV7OBKRERBT HI2EF, BFEORS Vb
FOTY7DWBEZYFLTESVITTEMN VUV ILTRIVITHIET, &
BLETYTZISEMDRS Y bEERLET . RERSNEHBRE, MENTET TS L
B SNFT,

x HARA VP E RS TTBHE, O—AHILX—LHARTEN,
Ay F LIE-BEEINERENET,

10.5.2.2 £ (Linear) DFH
HEh IVUS L CTEEHDLIWIEAZFEHATHENTEET,

ZDOEFHAl (Linear
EHAlDEIRR Measurement)
(Delete

Measurement)

'\'h!'_-R;.-ipiurf-..‘

10-18 : BEOFBIMET., COEY L a VT, 320ZDEANRTHOhELT,
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ikEREAE

&

SR ERBE T 121, “Linear ” 74:*/(:9“}? LTLESL, EfTEnb
ETAAUNERBIZEDLDYET, SHRZEZRTIEA-HDHA FELT, FlIED4VF
OhEE IVUS D EERIZRTESNET,

58 IVUS ER TERIT 57012, FROFRBKRSA U bZEZ v FLET, WHROKT
HNEZZ2VFLT, FHAIZETLET, ZFOFAK, 2 REOERMZI ) A —MILE
i TREE IVUS BfRICRTESNFET,

E IYREFERTEN. BTHRA VI ERSwSTBRE BTR
AV MAEBTARIIREERMOD T LE a—NRTINET,

Az B—JL—LETRREEMFCHAMNTEET,
FIRHAWNIRTRA U b EZ Y F LT, SHARREBET S ENTEFT,

10.5.2.3 L —.A_FLDFHREEDHIE
BN L—LETOETAFERZHIFRT A, MRELGHETAFERZEIRL T30,

07/08/2016 DOB 01/01/0001

© Measurements

28mm €

AEDHIR & 25mm ¢
(Delete

Measurement)

10-19 : BRENFFHABREN Y —F UV ENFET, AEZHRTEDF T avhbYET,

PSR ZEIRIT HE&. “Delete” o bO—JL 75“5%?)? L=t R ORI

RERSNFEY, “Delete” 3 I~D—)b(:’5l VFT S E. FHAERAHIBRS A
i-a_o

IFU0163rJ.ja (2021-05-05) 10-24

infrared)

A O NIFRO COMPANY



Makoto Intravascular Imaging System™

ke A
i HIFRSn=5HEIEREIET TS EE A
x B <D RERZAIBRT DRIC, RAVE—VEFRTSH
FEA
x 1D2DARATYTTIL—LILL2TORELHETICIE. Tvy

X—UZHIBRL TS,
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ikEREAE

106 2L—LEIZERZRFITS
SEREEES IVUS B EABEEESALENTEET,

T

“Annotate” 74 3 ‘/(:'37 vyFLT., ZL—LLETERSINI-GZFRHNGE
ROEZAADNARETT ., FRVPBENSEHREFREL. CNIXEFROEIRKIZHKTE
LET, BELOF—R— KT<Enter>IZR Y FT 5L, FROEZAAEZTT

LET,
= ARODEZTAAETETTHE, BIMNIZOL—LDT VI I—
IDMERESNET,
X - STLEIRZEZYFL. JL—LLEOREEDSABESH
BIEMNTEET,
3 FRETTIDE, TvIOR—ODYLRAILDEHF N
£7,

EMZHIBRT BI2IE, FRZEF Y FLTERLTH L, RSNz “Delete”

743 ‘/%_"’5‘ vFLZFET,

10.7 R )—=2dayv bk
EESAOERZIIR XY vBLU 21— 1 —XDRRETEEd., COEEIZ. BEE
[CRERESNTWWARE PO FA—LBEETRTORBREZXT Y TFVY LET,

AExvxELEa—LTULVA[E. "Coarse Frame Selection Control"Z =" "Fine Frame
Selection Control"Z2{E > T 7 L—LABEILET,
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ikEREAE

AP y—=r3v bk
(Screen Capture)

22D

B 10-20 : Ex¥% (Acquisition) E— FDRXF ¥ 7z —XIZKRREN D “Capture” 744 a >

"Capture"a > k D—)LE ZAYFLT, BTHEATZLILSICEELARDER ERE
JRLET,

¥ - TNENDRAX Y T—F2AT, R )= 3y MEEK
30 MELERTEZET,

3 2Ao1)—oay bE. IBE—FKDYyO0—X7x—X, H5
WELE2—F—FO+ELY b7 2—XHSEIRISH 5 UM (LHIRR
TEHIENTEET,

10.8 HEHE

AT LIE, B IVUS OEEL, 558 IVUS BEOHBREBLUVEEERIET A &M
TEFET,

IFU0163rJ.ja (2021-05-05) 10-27
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ikEREAE

10.8.1 ¥ IVUS D[El¥5

F8i IVUS BRI, 528 IVUS BED 12 5L 6 Bl ARID =AY —0 £S5 8Zin o1
EgT—9hoERENnET, SHEDEY DREShE==AY—Y AN, K&l IVUS ED
LEIZRTEINFET,

10-21 : IVUS QEEREHIZDWNT, MIHIRETH D 12 & 6 BARDFEDRMM S, BROERICEIHSELED
R IVUSER, Z T, RADE=HICHRIRFA SN TLET,

E# IVUS IZRTREINDBT—A BT BI2E. YT—Y ShE-EHOEHO=AF 558
IVUS E&DOHABE EDFHFLIMERRIZFS v S LET,

X - E#h IVUS ORFRICMAZ=RARIE. ¥ £S5 LORIETIT =
REICIIFELEFEA,

10.8.2 €45 5 LD [EIER

el

10-22: RET—LVETET S LMD CBLTE2—LBITNBLOT TS5, YEJ/SLEAEGTEE
ERS
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AR
TEY T LORMISRET 5 360 ETT. Chik. 7ESSLO—BLOHHN BT

DIFEDGEA DTS ELEEBKRLEY, ZRAYY TTRRY HLDITHY MIER
EFETY, TD=H. BRICK>TIELEDIHE TDWHICHENEINLEZIELNHY FT,

TEGTSLEZYFITHENMN U LTHARICKS YT L, YEITSLDAY MIE
ZRABLTLESLY,

NOTE: DRAFLIEZDTETSLDAY 5S4 VRARERELTH
E.FEORXT Y VELI—VOLR—FOERKIZERLET, R
D)= Xx v TFrEABRIAEEA,

NOTE: FETSLORTRICMA ALK, E# IVUS TIT o =R
TEELFEA,

10.8.3 5584 IVUS D [ElEE
EEHEGIE. HOREX Y U EDRBERRIZT EEH. FEIEFA—IRIUZMEEE
FYUKLKEEILTIDETAHEOICRESEELZENTEET,
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ikEREAE

10-23. 5584 IVUS MEER, EOERET I+ FOFRZERL, EOERIE Chemogran /N\A—DaA Y FA—JL
FHLWMEMICFS Y LTEEL-EOEEZERLTWVET,

SEEEGOREEZ AT I SIZIL, Chemogram /NO—[ZRFRINBZREOT7—2a2
A—LEHLWERICKS YT LET,

e 558h IVUS E{% & Chemogram /\NA—I[ZEERIZHENTY o L
TWET, EHHEEFEERY 5 &. Chemogram /\O— 3, [A#x
L/i-a_o

- EEHMEBOREIL. REXY o DITRTOIL—LALISERINE
ER

E il IVUS B D EIER (X 5EE IVUS EERZ FEC L TLVS71=6.
EENIVUS EERZRELTH, BIRSN-RE IVUS Ea—FHh
HrEahEzt A,

IFU0163rJ ja (2021-05-05) 10-30
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ikEREAE

b= il IVUS @ERlE. LEaA—F— RFTHERShELER— K.
avi. XU DICOM BEEIZRTENET,

10.8.4 5584 IVUS ERERE
58 IVUS Ef&1X. “Image Settings control” 74 2V ZERAL T, RETHZEN

TEFEY, A2 bA—ILICE, ERRE LEFHFMRENHY 7,

Expand
Controls

10-24 : 558 IVUS EI{#E%E (Image settings) & : ZEARRE (Basic controls) & : ##iZ%%E (Advance control)

“Image Settings control” 74 aVIZAYFLT, ERXEEVs 2 FoERRLTKL

2E0, FHREHEEZFERT SICIE. D0V FOBET® Expand a2 k l:l—)bé
AyFLTLESLY,

REXBZEHEET DICE. D1V F@Eiwm&%’ob\li@»f vEoDNMIER YT
LTLEEE0Y,

10.8.4.1 X—.4 (Zoom)
8 IVUSER 7 4 — L FOREDILKRE L UOME/NNE. BEXREZED 1> FIC
H5 “Zoom control” PAAVTRIETHENTEET, = IVUS ERD
RTRFEF. BEE6mmH DS 16mm ET2mmEBERTYYEZ LI ENTEET,
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Makoto Intravascular Imaging System™

ikEREAE

EREEIT
O—)L7A4 a3y A—LA
(Zoom)

(IVUS field

diameter)

10-25 : IVUS @ &8l IVUS BEfEIX, X—L4 (Zoom) I hO—ILFA AV EZHFERALTRETEET,
Z:EZemm, bR BERE 10mm, & : EE 16mm

"Zoom control"7 A4 A IZ&R v F LT, & IVUS 0)1.‘:.‘%%2%?(@& f- 3@/

E#‘é CENTEFET, TNITHIEL TR IVUS RIRVEH SNFET,

10.8.4.2 71> (Gain)
A UEREIZ, ASAF—TRIELTLESW, g§HEIEZ, 0555 3.0 TY, ELMEIK
BOE®RELY., SUMEIFEYBRLWVERELY FT,

10.8.4.3 #Fal— 3> (Saturation)
BFaLl—La REIF. RS F—TRELTL L, &ERAIX, 050 i 5 1.50
T9,

EWMEFEWOEREGY, SUMERKIYEALSWERERYETS,
BAFI VI LUVOERETBHICIE, TV IREBEEHALTHERALTIESL,

10.8.4.4 75w (Black)
BEREDLANILEEE. RS F—THRELTLEEL, &EHEIEZ, 0.00 A5 0.50 T,

BEWMEFHASVERELGY ., BIMERIYBWEREGYET, F4F3IvILUD%
RETBICIE, FaLb—LavEEEHALTEALTIESL,
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ikEREAE

10.8.4.5 v (Gamma)
HUREBEE. ASAF—TRELTLESL, &EHEIE, 0555 2.6 TY, ELMEIK
SUBSEFEWERELY, SMEREYBWERELY FT,

10.8.4.6 BEEXRT D 1> FOEBBBFEDRENRS

Ja—v 7t B8 9 T BE . BEREATEY < EYERONEBOES
EUET. A—LICHEEEE L A,

10.8.4.7 00— LI E D IRTF

5
a v hO—LIZAYTFTBHE. REDHRENT IAHIFELTRESNET,
FTRTOHFLLFERIZ, X—LZED. CNOLDEBRRENDIBFEYET,

A—AILPHEEI Y FO—ILIZZYTFTHE. CRODENMFERINET,
10.8.4.8 O—HINEENRS
O—HLBEICRETAa Bz v F$ 2L, MPMO—NILBEERHAH
ij_o

10.8.4.9 THH TR DRENRS

D
TIEHERORENRST A 3 ‘/I:’Sl VFTEHE BWEA—NITLH>TEESN
=HARE ERA LA TS .
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ikEREAE

11¥ZE (Procedures) MRT
BREDIO—XT1—RI2HENT. REv VO EREN— EF 1 R ~RET S
Wz, BETF—4OEMERATEET,

BREBEBRORSE
(Edit Procedure
Information)

REZHLD

(Close Procedure)

AExvUIZRD
(Return to Scan)

SERE

11-1: F—4 W& (Acquisiton) E—F®~ 0O0—X (Close) 7x—X, yA0—X7O0>—Sv—
(Close Procedure) 74 I VNS 54 FRFRSAhTLET,
BREDEMER. MESN-RFXVYoT—4, TvIT—9. BLUVRIY—ray
FOEMIEC DR THERETEET, BEZALDHIC. Yy b7y T 7z —X&HER
L. BEFEZRH LTS, &, BEELLGVRAF YU T2 FEIBRT S L
LTEFEI,

i BREZHNT DDIBELGEZRBNIANSATOGENE, &
YRV T T —XITRB LS EENRTEINET,

¥ - Makoto™a Y FA—S5D TNV I RE 5L T IVUS RA >
NEEIN, X¥x v ULRBIN-ESIE. BEMICRFr
71_2‘:ELJ$¢O

EEFRELTRITAEAICIE. v b7y T 7 —XIZRYHEET 5H. "Return to
\ ]
K 4
scan"#f-1F “Edit” 74 2 M=% v F LTREL TS,

IFU0163rJ.ja (2021-05-05) 11-1
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ke A
BEZRTL. 2ETORFYUT—RFN\—FT 4 RAVIZEH L THRABRED-HIZEEF

E— K&ty b3 5BIZIE,. “Close Procedure” 74 1/ EEEESER(I~ 57 v F LT,
7 A—XE—FZEFALTSESLY,
IFU0163rJ ja (2021-05-05) 11-2
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ikEREAE

12#RZE (Procedures) T—2NHERE LU T7—HA4 T
B E SN RETF— 413, LEa—F— FISE8NCRED. 7—Hh1 J.
GER S UBIRT SEAHEET,

T—AlE E—KKhSLEa—F—FAABIZIX. BEATHNTULEUEEIZ,
Makoto E— FEIB& 74 a VI vy FLTLFEELY,

E— FYJE (Makoto
Mode Toggle) N

Select © View

BE (View)

I RAR—F%E
(Export
Destination)

LAR— MENRI
(Print
Report)

A ViR—k
(Import)

12-1: LEa— (Review) E—F®DOtL %Y b (Select) 7z —X

LEa—F—FRIZASE, LY P T2 —RDBRFREINFET, COTz—XITHWTR
FrYoT—RDBRNMTAES . ERLEBRET —2HH50VEFERFr o T7—2I12D0
T. W&, BE. HIRHLWNILAR—FDOHRZEST S ENTEET, £, /\—F
TARINRET—R3 A VR— b5 2ELEITEFT,

CHDIT—RIZBVWTRF YU T7AAVICEAYFTHE, AXFvEO—AILAEY —
f:’f y'-ﬁ)_ Ff%ij_o

12.1#%&F (Procedures) T—% ERXFX ¥ U T—H MR
LE2—FE—FDELY F71—XIZEVT, RET—2BLVERDRF Yo T—4
ZERTDHENTEET,
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gL LR

BET—2ORNRIE. BFHEDEIA TIZLE>T3IDDYRMIRFENET, BIRSh
FRET—EADAXTYoT—4, BIRENFE-RAXT VY UOT—E2NDTVvII—UBLURY
J—Say bARTENET,

T4ILE—
(Filter) :
| ]
|
. 0< 0:04:12 REPEAT Pullback
- A¥v T4
. Yz b
BrRET—42Y = (Scan List)
Z bk i
o ;
(Procedure " TvIT—UIR
List) : g1)—r3v b
m IJA ~ (Marks
] List)
| ]
W Ax v UERE
| | .
= (Scan History)
u

B 12-2: L% k (Select) 7 x—XDEEERK

BRENEZBET—FRELEA—TFTEHIENTE, Tyov—9, Ry Y—rayhk
DHRBTEET . FT VI SNERET—F. TIVAR—FBELUVLE2L—FTSHC
ERTEFT, T, FI VI SNERET —FDAXT YT —2THNIE, Thb

. RO V=223 bERETYvII—ILR—bEHIRIT S LETEFET,

1DODRE T—2ERTIBICE. BET VA MDOHAREGIRET—ZIC
BYFLTLEEN, 3y FENERET—4DVRFOERSN-RET -2 E4RY
FY. TOBRET—SHADRAFYyoT—2F BEEAELIZURFRTENET,

BHOBRET 22V ARATLDNONYFELTIVRR— T BIZIE. EHOFI VY
Ry RZAYFLTLESLY,

o BRET—421F. VIHRECIEIRFOT—EADILIEIZRETEINT
L\ij_o
E: ARV UT4E. DERETEEVT 22 LIEICRRS N
TLET,
IFU0163rJ.ja (2021-05-05) 12-2
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iR EREAE
o BRET—AVRAMBELUVRZFYUT—EYRMEI, T—4IER
TEDAYE—IZBAYFLT, T—2ZHUVEBEZBHEMNTE
ij_o
E BET—4DFzvIRY I REBIRTBE, ETHORXTY Y

F—ADF o Ry s APBRELET,

BHOBRET 2 EBRTDICE,. FEITHIRETHDBEOF v IRV I RIZE Y
FLTLESW, FyvIRVIRITBESG v FI 5L, BRIEERENET,

E HRABLIHAR—ME, 1 DOOBET—REERLI-FOA
AT,

12.1.1 R¥ v VBE (Scan History)
AFX v oT—2RBED. RXv B, TYII—U~DEMBIEOTYII—ID
B, BLUVITIVRR—bOT—HA4TT7oavid. R¥vUVERICRZESINET,

12.1.2 #Z&E (Procedure) T—R YR DI 4B YT
BRET—RVRAMEED I 4L —HEeEFERT ST, BHOBRET—4ZB85IC
BERTHIENTEET,

Select

BRET—2HRE
(Edit Procedure)

12-3: "4 > 7L (Sample) "#ELAHNIZEL T, BE (Procedure) K& URXF+ > (Scan) YR kI
Ta4NE—%FEALEELY b (Select) 7z —X
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gL LR

TALE—RITEVTFR MEREANT HL. BEID. BESR. BEID. EFOS
fl. hF—FA0y FER. RXY LA, AXvUAEND, BETIRET—4%E
B LET,

T4 —%#HBBELTERET 2R MERESIZIE, “Clear” m74 = ]
AyFLTLESLY,

12.1.3 7 (Procedure) T—A2 DHE
BRESIVEBFERITI. BEITI3BNEEFET ., RETIHRET —FEERL.

)
“Edit Procedure” 74 3 )(:’5‘ YFLTLESW, BBET—3HREV1VEON
RRENFET,

EIRSN-RET -2 0OFHMIE. BRET —FHBEVA U FVICRTSINES . WRED
SIEEZEHLTLESLY,

Edit Procedure
» Patient
Name

[NTSAS 00170618
of Birtt

Q Male
nder () Female
. Other

Save

Cancel

EEZREFELTO4 2V FOZEALSICE. “Save” 742 VEEBIIC2 vy FLTLSZE

W ZEEFREFEETICO0 2 FOZFBRALABICIEX,. “Cancel” 74O ‘/m(:’ﬂ yF L
TLEELY,

IFU0163rJ.ja (2021-05-05) 12-4
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ke A
x BRET—SDEREIF. BETLHILE2TORF YT —FITRBE
nNEY, chlF, FzvISNTOWEWRFY oT—F2HEF
nFEY,
x BRENE-BRET —FDAFXF YT —2ODREDHEEZL.

Ea—7z—XTIToTLIEELY,

12.1.4 LR— FOEIRI

1 2H5VWIEHOBRET—2BRICHET H8EMNLE L AR— kL. Makoto
Intravascular Imaging System™RIZERE SN-ERHEOH D T) V2 M SHRI S
i-a_o

Fo TR —IZET A THHELZSVICEIRWLICEY 5 CFBELE
BlE. BIELDEEBELEH DL Infraredx™M AR BT —H—
EXIZEBULEHDECESLY,

BIERNG LAR— MR, RS EELDEES S VEHFESNTv I —I PEtAlZEE
CREIZETS, EHRINFE-ETORF YU T—2DENNEENT T, SEHLKR—
FEERIT HICIE. FIEBVR FOAHNBEEOBORY I REF vy LTREZRERL

—

L
r-t. HBE S v F LES,

Tvog—o L
R— b DEIRI
(Print Mark
Report)

BELER—tD
ENRI (Print
Procedure
Report)

12-5: L% k (Select) 7z —ADLHR— FEIRI7Z A 3>

IFU0163rJ.ja (2021-05-05) 12-5
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Makoto Intravascular Imaging System™

ikEREAE

7v77—7%6m@x7U—>>avh%EﬁL\“MW”?%:)EEEQV?
TB5ELIR=DDTYvII—I LR—FrHBIWNERI Y= 3y bOT—2%T)
VA—~EELET,
FE TJvoI—0 LR—FORBEIT. BEICEALTOEEMNL
LR—brDHRIZEENET,

12.15 Ea—
REBEBRSNTWARET—RICEFEFNDIRAFTYUoT—E2FLEa—, RE. O

BEUVHIBRT BI2E, “View 74 o MMz 8 v F LTRSS, BERRENT
NARETF— AN LR TOREY VTF—REE1—T 1 —A~HAREY. RFT D
CENTEET,

BRET—A2ARELVRXTYy o T—42F, T—ARBE—FORTy 7z —XERL
HETFIENORT<. BE. 2. MEBLVHIBRT S ENTEET,
BHLABEHREELUVAAM T RIZDONTIEK, [EY923>10: RFvoT—452D
LEa—., SRS IUEROAA] 28 LTLEELY,

12-6: LE 21— (Review) E—FDE1— (View) 7x—X

IFU0163rJ.ja (2021-05-05) 12-6
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Makoto Intravascular Imaging System™

ikEREAE

x Ea—2zxz—XthDTvo<—>. BEDEE. 5l 8&TE
ROEFEIF, ELI F T —A~NREIFIZRESNFET,

LEaA—FE—FOtLY F 7z —X~RBIZ[X. "Progress Strip"® “Select’7 4 3>

Select . F1=1& Makoto™mE— F{]# (Makoto Mode Toggle) RAVIZZYFLT
CEEELY,

122 THORR—+BEEUVTF7—HAT

BAA—D VG VRTALIF, T—E3T7—HATDEDIZVRTLNLGT—RFIIR
R—FrFB532D20714ahHBYET, TIVRR—FRIZ. TIAILLDEREEED
AgEE 22D a—b+rhy b7A4a0E, BRZREZEREDAD I — Ay 740
vTY,

T—hA4THHVEZDMDEREMNTERL-EENORET —4%. VXATLMGI
DAR—FFTHIENTEEY, RET—FEBRLIR. T-20BHZHET SIC
. TVRR—bar bO—LEFERALTIEEIL,

(RS — " e e oy, \ Archive Status

e Pullback EL:)
(ArChiVe Lo 200412 REPEAT Pullback EL:)
Status) :
PACS
B Y sh Largess
= AT4T
o (g ‘ (Removeable
. 'CS G Media)
7.8 mm 5.6 mr‘
IHRKR—Fay con HRE Ly
kO—JL (Export u | | (Custom)
Destination :
Controls)
12-7: LY + (Select) 7T —XDI Y XK— Ik (Export Destination) 3> kA—)L
IVAR—FAETTHE. RF Y UT—F )X FMOREKRELEHFINET,
IFU0163rJ.ja (2021-05-05) 12-7
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Makoto Intravascular Imaging System™

ikEREAE

12.21 THRAKR— FEDHRTE
VHREDIIVRR—FIT74—<T vy FELXVEHEIX. PACS BLUEY S LATEEA T «
7 (USB/DVD) HICERET H_EMNTEET,

NLDPUHBREDERAEZDEMIZDOILNTIE., [ 3> 13.2: PACS)] 8&U
[ 3>213.3:USB/DVD (MY LAIEEAT47) ] 2B LTLEEELY,

12.2.2 PACS TH XAKR—

ZKCES RORTLIZEHRSN TS 7—TILIE, KICKEIZENNT
WBHZEZHRLTESL,

BE

AORATLNRERBICEEINTWWSIEEX, &BRED PACS VR TLIZT—3#RET
BZEMTEET, PACS VAT LIX, DICOM 74— b T—R2%ZIFTANTET,

RKORATLIESBET—3%. PACSHEDRY FT—U R L—UANEERETHIL
FEMELT, REIN-REORY FT—VICHEBETEDLSITHIT SN TLET,
—J)LRF&hi= Catse ¥/—TI)L%E PACS axT 2 —I[Z, &HBULME Infraredx™E/\A JL
B —JLEaVVY—ILOBRIZHD XFEART I —ITEHEL TS,

(523213 SRATLERE] ITHBIHAF U RAEFERA LT, PACS DEH/NS
A—BEHRELTLESL,

BHRANERSINE-BRET—2DEEZFRIBRT 512X, “PACS” 74 1 VRS
BAyFLTLEELY,

HMOBEZESDITRY FT—OADEHKIX. EEF. ARXL—4
HEWIE=ZBA, THEHURIZLE=0FHAEEELAHY
T EX

IFU0163rJ.ja (2021-05-05) 12-8
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Makoto Intravascular Imaging System™

ke A
C TRy FI—DDEREIX, FH-GI) X7 B EAREEAHY F

T ITRY FIT—VDEEE, UTOLDEEAET,
2y RI—OREDEE

RN TN OF 3

EETF DR D o DYUIET

AR DEF

& TRy FT—HEADKL R T LOESIE. 1—FOEEIZE
S LTEELTCEEL.

12.2.3 MY LAJRELGE AT 47 (USB/DVD) IHRHKR—F
RKORTLONGDT—ARIE, USB FS5 A4 THBWIEEEAHAEEL Blu-ray/DVD/CD
ENEZTAATRET A RAIANIVRKR—FTHIENTEET,

USB 3.0
Blu-Ray/DVD/CD

12-8: KVRATFLDAT 4 IR

RORATLIF, VRATLATHATESMYSNLAIRLEAT 47, USBR—FEXIV
KATATRZATEBHEHELFET,

BRET—4. AXAVY U T—49EBRBELUVIIRAR—FTF—4H9 4 XEEALTLEX
We TORR—FIT7AILTA—y FEHERLTLEELY,

FEITDIVRR— b T—2HA XN, MAAELGIIRAR—FEDAT A TDRR—
AEYBPENFEIZE, TVRR— 2RI DAICHFETEATATDTAAVE
AYFLTLEEW, TVRAR—FT—EH A INKEB/BEDHEF. 7+r—< v b&

“Export Procedures” 4 > RO &EHREL. TV RXR— b A XERFL LTS,

IFU0163rJ.ja (2021-05-05) 12-9
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Makoto Intravascular Imaging System™

gL LR

B & T Hi5FT
D FFARIRELR R
R—2R (

Available Space
on Destination)

BET—4B&LURF
¥ oT—40DER
(Procedure and Scan
Selection)

IJRAR—rTA—
<y ~DRE
(Edit Export Format)

ITYRAR—b+T—%
Y4 X (Estimated
Size of Export)

Total Export Size: 2.37 GB

B 12-9: YA LATEER A T 4 ZPADIH RR—+

BRDRAFY o T—2HH5VERET 22K ZFERICLT, TV RKR— Y1 X%
AR L TS0y,

BRESLVIVARAR— 74—y FOVHIRERS L UVERICEAT 2EL S I1EHRIE.
[ 3>213.3:USB/DVD (BRYSNLATEEA T4 7) ] ZSBBLTLLESLY,

E: 9232133 THEBILIZUSB/DVD ITH RAR— b+ T3
> T [Finalize disc] DFz v o #H0T&IZKY., EFDOTH
AR— b EZFAND YL 3 UNA—TUREDONA T 4
TTARDEERT B ENTEFET,

1224 ARALITY AKR—F (Custom Export)

RKORTLADT—RIE. MYNLATEEREAT A TADREIIALAALTIYRKR—FT
FFET, COTVRR—FHEICIK, T—2 74— b BLUVRFELEDEREVLEL
LET. Flz. COAETIEFLEORET I EZERLTEILENTEET,

A TL—LHEWVERAFY U EDERAIZEFNDFEWITIEET

ETEHA
IR
X NABLIYAR—FE, T—2OERMEERSND )Y —
FFTIVr—2a v EICIFBENTT .
ix ARAZALIYRKR—bIE, —DOBRET—FIDIYRKR—+D
HERSNFET,
IFU0163rJ ja (2021-05-05) 12-10
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Makoto Intravascular Imaging System™
ke A
BRET—3BLUVRFXYUT—AVANMIBHEIFIvIRYIRIZAYFLT, FE
FTEARET—ABLUVRXYy T2 EBIRL TSN, ARELIVRAR—+7

(4% F LT, “ExportProcedure” ™4 > ROZERRIEBTLIEELY,

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

12-10 - RYSN LAIBEHB AT A FAT IV RAR— LT BT—F2 234 TELUVT+—I v FERETEHIITIRR—F
7R —2 v (Export Procedure) ™4 > Ky
RYSNLAGEELG AT« 7THICERALEREDT—2 74—y FREZXZZDEFEFEH
50, COIHVRR—FRIZBLELREBRZRELTLESN, T—2 214 7E5&U
T4—<3y FOFEMIZOWNTIE, [EH5232132) #8BLTLESL,

HTARIDIT7AT T4 XDFHFMONTIE, [ 32133)] #8BLTL
Eby,

ERALDICOM FL—¥—H, FEDAT 4 T7DIL— b LRIZEEFALICIE
DICOMDIR A EBIIFEE. TDAT 4 7DA T 3 Uh 5"Export files to root
directory" JL— kT4 LY RJIZT7AINEIIRR—F) AT avEF2IZLE
T, COATLavEzAVICTTRICHERT AT A THETHITNIEGY FH A,

IFU0163rJ.ja (2021-05-05) 12-11
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Makoto Intravascular Imaging System™

gL LR

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: —ELE Ry FI— O BEEFERET 5-ODIT I XR— T —S v (Export Procedure) ™4 >

Ky
NRBLTYRR—bT—2 &%y FI—VRBETHEIET H5E1F. DICOM T—4
T7AIVDEMREZHED. WREL, —BMICERY D PACSH—NZERELTLE
é L\O

= ARBLIHYAR—FMRIZHRZ LENT= PACS DEFEIL.
ZHEDPACS T AR— FEREICIEIHELEFE A,

3 - Makoto™ System T TEEZE < DEHTOT 5 LK
DICOM 1E#RD % v kT —H FEEEZIHFTET,

FNOENREEDAT AL LO— FAPACS L2 1881,
HRALIHYRAR—EFEALT, T—2@BFIT—U X T—
arvDRY R IO F RFLRAEZERELTLESL,

IFU0163rJ.ja (2021-05-05) 12-12
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Makoto Intravascular Imaging System™

gL LR

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

5, 1Vl abcdefg
G-I U 01/01/2021

Total PACS Size: 0.90 GB b 4
Total USB/DVD Size: 1.20 GB Close

12-12 : BET—%4 (procedure) T RR— rEIZHE TS, BEZIEDBDIIVRAR—rTOS—TC v s KD
(Export Procedure)
E&E] #EezFAL T, T—2DELILET>TL S, ELIERY I R
“Anonymize procedure information”7 4 A vIZ2 v F L. FEDERZAHLTLE
AN

x ERLlE. KR TLADF ) OFILT—2ZEETHLDT
THYFEA,

x ERIEF. REORME., AFXv T —2HDIRNIZEZS
AFEEA,

x B, BEORASIVEREBDERZRLEIAN. R

J—>ay b T—RICEEEE5EZFEA,

IFU0163rJ.ja (2021-05-05) 12-13
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Makoto Intravascular Imaging System™

gL LR

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

Total PACS Size: 0.90 GB

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

12-13: USB FS A4 TADIT Y RAR— bAETHDI Y RAR— kTR —T % (Export Procedure) 4 > K™

IHVRAR=bT=EH A XD, TVAR—FEDAT A TDAR—RIZYRFE HH DFER
ZLTLEEL, BRETHNET 2L XERELTSESEL,

“removable media destination” 74 A IZAYF LT, BESNF=T 74154 T,
74—V FBIUVEMRLICT, TVRR—PFEANDEEZRBL TS,

123 F—2 DA vik— k
BET—A4BLURXYUT—4IE, LEa1—. RE. 58, BLUBIYAKR— D
EOIZEAVRTFLANL ViR— T B2 ENTEET,

b= TVC 74#—< vy FTRESN=T—FIE #TLEa2—TF 571
Iz, BEEDOH DV RATLTHNIEA VR—rFEHIENT
X

RKORTLTEIEBREDOHSIVATLTRESINIZTVC 74—y k7T—42 (TVC-
MC10 E7=IX TVC-MC9 M5 MD*tve) . F£IXTVC TH AKR—rF—4 (TVC-MC8
F1=IL TVC-MC8x H 5 D*.zip) MEBTE, DVDIUSBBIU-HEDA T4 ThbA >
R— 3T BENTEET,

IFU0163rJ.ja (2021-05-05) 12-14
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Makoto Intravascular Imaging System™

gL LR

12.3.1 BFFDT—R &M ViR— %

RKORTLIZBRICERET ST—4. Ffze 1 VR—bFENEBRET—2HVER T v
DT—ANVRTLLEICBRIZH AT =2 EBTVEBEIE. 1—HIE, ZOREERET
TEHLOIZEMDARNEZT DLELNHY ET,

CDEILGEHRFEDT—R EDOHRMILDBREIE, ETODA VR—FAETEINFZETTE
£, COFETIK, ETORILIF. NYFTODA vR— bEXREBRITLT—EICHE
RENFEI,

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 : ML T BERA oR— DA vE—D, BREEHITL, COMITEIT7MILDA U R— b ELESE,
HAHIWEWMYBELLET,

HILY BDIFBRDA ViR— b A v E—URRTEINEEES, UTOWTANEZYFLT
{fZ2&Ly:

Import MIRRREFMITLET . BEHOIWVIEEET —FICERLLLE
BlE. PATLEIZRET B I77M4)LIE, LEEFIhFET, RIC.
BEHDIVWEIEEDT—RITEVWAHZBEIE. 1—HI%, BUAE
BRICK DHIERERINET,

F1-1%

IFU0163rJ.ja (2021-05-05) 12-15
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Makoto Intravascular Imaging System™

gL LR

Skip COFILTNBERDA VR— kI, RF¥yTEh, 2—HI(&,
A UR— Y FTOMDRILERRT LS ICREINET,

9 The procedure information for the incom

procedure currently on the system. What

Existing Information Import Information xisting Information
03/11/2015 2 »Date  03/11/2015 03/11/2015

Patient Gender Female Patient Gender Female

ure data will modify other scans that belong to Infor
during

12-15 : WY 2FEMES VR— T EMREA V-,

A—HN, A VR—MIBETEIRIEBRLESEL, BEHDVEEEFBRNERS
nBEE, A —YEFE, WIThhZEEGTIAEGYFEA

Use Import AVR—bENEZT7AIILDOLDBRESLUVEERFEREZFALE
T COREF. ZONYFA UR—FRIZZOBREBRRDI=-HIC
A oR—brENEMORFY VIt BIEESNFET, TLT, BLE
BIZEL. BRICVRTLLEIZHAEDARF Y VELEHEINET,

EJ = bS

Use existing AVR—bENFZTF7AILEEHT HAIC. BRICORTLAEY)—
[CHIBRBESLUVBERBRZFERALET, COREIE. CDNYF
A UR— FRIZZOBREDE=OHIZA ViR— bSO R F v VI
LHEEINFET,

Fi=l&

Skip ZOXMILT BA UR—MERFy T, 2—HIE, 41 oR—F

Ny FOMDILERRT 5L IICREINET,
Selecting Import Z:#IRT S L FBR LIZIBEHZERIZ. CORET—2IDA UiR— kA
Thh%xEd,

IFU0163rJ.ja (2021-05-05) 12-16
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Makoto Intravascular Imaging System™

ikEREAE

12.4 & (Procedure) T—2HELUVRFX+ > (Scan) T—42 DHI
AKORTLRNIZREFEINERET—A2ELUVRXTYyoT—4(1%, FIATES/N\—FT 4«
RODAR—R=MHERTH=HICHIBFT A ENTEET,

BET—41E. —ERICEICLEA—E— FOHELY T 1—RHBHEIRT 5 EHT
%i?oﬂ%@ﬁ%tﬁé@ﬁ?—@t@v?bf%ﬁb~“mmw”74:>ﬁi

(TR YFLTLEEW, HIFRLET EE/TTEELEADT., COEEICITHEE A vE—
UhRTENFET,

4{2}5 ALRTLDDHIRENT—21E, WATEFHA,

N =r
‘I B=
1L

AxvoT—43F. Ea—T7z1—XHBHAWNWERFTY Tz —XRIZ, AFX ¥ UT—42H
V4V FIFRE. BRICAFY T —3EE8IRTHIELICE-T, HIRTSHZ &M
TEFEI, COMECEALTOEMAIZOLWTIE, [E92321029: ¥ v oT—
ADHIKR] ZSBL TS,

& Ea—T 1 —XHIIHIAREBET —FDREDRAT Yo T—42I(&
HIRTEFERBA, YVATLNOREIZEDRET —2 ZHIRT
BIZIE, LY P71 —XRITRY ZEDBEET—2 ZHIBRL T

&y,

x 1D2DRAFv o T—2ZHIRTHE. TNICHETHETD
Tvo—9. R0 )—=riay bEIUVHABRLAEIRS O
i-a_o

ALRTL (2, KAMIZTF—2 2BBT S LEREShERA. REYUT—4E
MDA T 4 7ISBEEET 54E. YRTLON—F RS/ T£EETH0ELH Y
£7.

ZZES; AURT LI, KAMET—8BEHBVET—hA TOBFH
2 ELTORMERSLLOTESY FL A

IFU0163rJ.ja (2021-05-05) 12-17
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Makoto Intravascular Imaging System™

gL LR

13 YARATLERE
AKORTLOO—AIEREF., I—FDERIZIEZ D-HITKRIET S5 Z EMNAEETT,
A—HIE, 2y RT—IBERE. TVAKR—+rT74—< Y FOVHPREEZHREL.
TARTUANGA—REREL, PRATLEMA—T AV TAICTIORARTEHIEN
TEET,

Edit Settings
ST Abovt Makoto
i or

13-1: Y RTLEKE (Edit Settings) E®

p= A—HICLIBRENERERHET HICIE. “Save” 742V

Save j.c-g \ya'— L,—C < Tié L\o

13.1 #IB& (About)

COEETIE. BEA VA F—ILENTWBY I FIT7ELVIRTFLERMED
N—2 a3 B EDERERBELET,

CCT. BEHRODEX, Y—EXARMEDERELHERETEET,

IFU0163rJ.ja (2021-05-05) 13-1
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Makoto Intravascular Imaging System™

gL LR

13.2 PACS
COBEETIE, T—2 24T PACSH—/N\DERERETETET,

Edit Settings

[ecum Bete quoin |
Medium (Better quality) -

Port W Enable TLS

13-2 : PACS X EEE

1321 T—E3DIF7AILEALTET+—Ty bR
RORATLTHERENEBEZT—E2BLULR— ML, RO I 7ANEATETH—
<y rERANHY FT,

NSDIT7AINLEATELVIT+—<y FKIE, TREZSEBELTLLESL,

R 1L FIATESZT—E2I77A4NEA4TEEIUIT+—=y MK

T77AINLEAT FIETCES74—< Y k

DICOM ZHE fizsn
NIRS-IVUS aJ * avi 55 8H NIRS-IVUS T—42 Mg YR L
HETY,

Live IVUS OEIBEH LUV T v I T —
&, JL—RT5—ILEEBOH %

ERRLET,

IVUS 7] * avi SEERIVUS T—2 DY R LEE
T9,

LiR— k a] * pdf EEIER. BREOFEM. IR, 5t

Al B, 8LV TvIv—7
ZEHLFLR—+TY,

IFU0163rJ.ja (2021-05-05) 13-2
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Makoto Intravascular Imaging System™

iR EAE
T74ANLEA4T FEATEEI2+r—< v bk
DICOM ZAE fRER
“TVC P ] * tVC TVC 7+#—<v b (Raw 7—4)
[ZHEITANRS BLUIVUS 7—4
S I F7AILTH,
Ay )—=2 aJ *.png A—HIZEH>TREINIZRY ) —
3wy bk i3y T,

13.2.2 JPEG [F#8
DICOM 7T—42 74— v FOEHEREEZRETHEIZKY., BHEORE. H5HULIE
F—ADT 74 I A XD TRETT,

RORATL (F M, P HEIWIEERER D 71 ILEEMT S IPEGC EfEZRMHL
F9,

% 2 : DICOM EfERE

EfEEE BHEMmE - EERRERTE T7AIWLYA4X
(FETER) (1-100) GE3:0)

i BE 100 *

R ER 80 th

= Bl 50 n

13.2.335—DICOM Z 7S ILD
DICOM & TlE. Ao —EEEROIVI—FOELLIAXEZEBHBLEST, AR T
LTIlE. TRGBJ F/I% IYBRFull422] OWTFhhEEIRLET,

13.2.4 PACS Y —/\{EHiRE

PACS THRR— AT a3 VEFERT SBICIE. PACSH—/I\DRY hT—UF FLR
EFRELBITNIEEY EFEA, TOT FLRAZRET SICIE. UTOFEREZEAALTL
&L,

IP AR —Fy rFArI—)L IN—232 40D PACSD
7 KLZ,
Port PACSAaZa=4#—F+gDHEER—F, BFEIE. R—F
104,
Name PACS H—/IN\—A%Yy FT—ODAE 24 kL,
IFU0163rJ.ja (2021-05-05) 13-3
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Makoto Intravascular Imaging System™

ivE L ETLE
Client RKORTFLMN, 2y bhID—H L THMENDAEZ A FIL,
Enable TLS PACSAT7 YV VAT 5=-ODAAINDLENE SN EFEZRL

F9 . Enable TLS IZF = v 7 ZANE5E(E. BEQ
NRAT—FELVEEAEEREL TSN,

“Test Connection”7 4 3 ‘/(:’)‘l YF LT, PACSH—NERVRT LA
MBIETEAEEERLTLEEL, FREICAL TIE, Infraredx™H—E XY FE
HAEWIHDRET—H—ERIZBERBILEDHLEL S,

13.3USB/DVD (BRY S LATHEA T 14 F7)
BYS LATEEA T PARBESNEZT— 2 DMHBRECT—42 I+—< v rOF T3
ViE. COEBTRET A ENTEET,

Edit Settings

|About r DIC

PACS

o TS
: Low (Best quality)

13-3 : USB/DVD R EEE

IFU0163rJ.ja (2021-05-05) 13-4
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Makoto Intravascular Imaging System™

ikEREAE

13.3.1 DICOM Z#—3v b

EDORVICTRLUIFATEZ DICOM 74— bE. BYSLAETERIGE AT 4 7D
IYRAR—KZLFATEET, DICOM EBET7AILDOIY RR— bIE, 1 DD
ETITAET,

13.3.2 #2#¥ (Standard) 7#—<Tw k
DICOM 74— v FUSNTHRATEST—27 74324 TTF, DICOM TlL#
BEI&A—IYEMDT—E2 77434 THEBMTREIRTEH_ELTEET,

EBEI+—<T Y ME. DICOMY—ILAFIATEHWNGEERICERRERER. HHWEEZ
DLEaA—IZELTULET,

13.3.2.1 AVI [F# (Compression)
IVUS & % LME IVUS+NIRS T—A2 D avi [ EfEEREIL. ROO—T v XviD IZREIN
F9,

13.33RAT47

BEOEY a3 VvERET S EIE. AT« 7 (CD. DVD. Blu-Ray) IZTV R
R— b+, B ETHEEELYET, [lFinalizedisc] DF v E#aEIE. RLCA
TATADBMDIY AR— kATREEHEY FT,

13.4 EX YT 47— 1) X+ (Modality Worklist)

EZVTAT—U VA DRY 7= DERES L VCERHREE. COREEEZET
BMEEEHIEICK>THRETEET,
IFU0163rJ ja (2021-05-05) 135
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Makoto Intravascular Imaging System™

gL LR

Edit Settings

Server
P Port W nable TS
-
.
onnectic

13-4 : ) T4 7—% 1) X+ (Modality Worklist) % Bl

13.41 EHEUT 47— )X FOY—/\EHETE

EA)TAT—O VR OO FEEEMICEBTETRRET 54T avEERAT HICIE.
D= )R MF—DFY FT—9TF7 FLABRZRESINATWEITAIELZY FEA, 7F
LRZEERETDHICIE. UTOREHRZEADLTLEZELY,

IP A oA—Fy rTArFI—)L N—=2324DT—H YR+
-U-_/<0)7 F\I/Zo

Port D—J YR MS—/\NaZ 15— +rFBEER—F,
BEX. R— b 104,

Name J—H YR MY—N—F%y FD—H £,

Client RKORTLMN, 2y bT—9 ETHEHANETNDLHI,

Secure TLS D= 1) A MF—=I\ANTOERTBE-ODIAEANDLENE S

MNEFEZRLET, Enable TLSIZTF T v FEANT=-EEIE.
WMBIRNRD—RFBXVEIBAZFRTEL TSN,

“Test Connection”7 4 3 ‘/(:’)‘l yFLT, 7T—9 )R MY—/NER
VAT NBIETESZEEMAL T LS, REICEA LTI, Infraredx™H—E
AEPLEEHBLWNIHREAI——ERIZBBEILEDLE LS,
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135 HEI1—ILF

DRTLDEY b Ty T I —XF. BEFHALS. HHWIIET LI-REDOEERFR
FWRETHRINCEALTEIZITNELGSLGE NI s —ILFTY, “Not Required” (#
Toay) YRS T4 —IL REEATAdD>>" GEIN) REVEH Y v I F=IEE

yFL, AT 4—ILRIZEKRELET, 'Required" (%E) JARTT14—IL FZEHER
L. "<<Remove" (BIfR) REZI Vv I FEEFEFIYFLTHAREEZHEBRLET,

Edit Settings

13-5: SRATFLDBEIZHD” Required Fields” £ 3y

13.6 ¥+ >3~ (Scan Display)
COEETIH, AF ¥ I71—RXABELVE2—Tz—XDWNLK DHIDRREBENTE
9,
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gL LR

Edit Settings

13-6 : A& v &< (Scan Display) % EE&E

13.6.1 fEEAFHA
E-ABEELOEHTAS LI VRERORT - ERTOBRENTEET, R¥vr %
LEaA—TF5&. FL—RFIAVEZTDRRLIERTERGYFET, FHAERZIERTRIC
T5HE, PL—RSAVEERTERYET,

13.6.2 2 L—LDI—* 2 L E 1—FH
COaAYFA—ILEFERALT. L— A2 LEa—HEATIT A ITHEZTICHESINS
IJL—LOEBEZLEELEFT, EU2321032 L—AVLEa—28RBLTKES
LYo

13.6.3 K8l Block L)L Chemogram OFER A%

Block L XJL®D Chemogram # & S RRT 5h., A—F—D=_—XICTEHETEHTE
Fd. COERRETIANLFMELTHLVFESIN-RAX vy VI RTICEASIIET,
Block L X JLMD Chemogram X ¥+ > ZEICEBMEKRET HI12IE. RF¥Fr oD TONRT
A ERELTLESL, X [E9232102 RF ¥ UT—2DHEE) 28HBLT
CrEELY,

e K #h Block L X)L Chemogram DFXRE A X v VHlIZERAET 5
ZIE. [Y223>102 RFxv o T—20KE] #5HBLTL
&Ly,
IFU0163rJ ja (2021-05-05) 13-8
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ikEREAE

13.6.4 558 Chemogram Block D &R H %

558 IVUS Ol 28 % Chemogram Block # E 5 RRT Hh, 21— —D=—XIZ&
HETEHTEET, COERETHIDEELELTHLWMEFESINZAX ¥ FTIC
BEAINFET, Chemogram Block # X ¥ v > T EICABKRET BIZIE. REP2DT
ANTAZmMELTLLESY, F#lE [£9232102 R¥: v o T—20HE)] 5
LTS,

b= 558 IVUS O il Z 3 % Chemogram Block D&% X ¥+ 5l
[CERET BICIE. [€9232102 R¥ vy T—20HKEE]
SHELTLEEL, .

13.6.5 FAKLCBI (mxLCBI) @94 > K454 X

O rO—)LEFRALT, TARTLALEDTIHILFDAREF Yo T—2 KK
LCBI D4 Y FOY AL XD A XEEBLET, LR—FDHZKLCBIfERIE. &K
LCBI D4 Y FIOY A XDBREDHREEFRALTERINET, ZDEFK. Lmmbhis
10mm QEFRTIRBEINBIRASA Far bO—)LZFERALT, 1mMmZIATHRETE
F9,

3 AEXxw o TEITmxLCBl o > KO EAET BIZIK. [ 3
2102 Rx v o T—3DHwRE] #SHEL TSN,

13.7 HiR— b (Support)
COE@AETIEK, PATLOATI774ILDITHY AR—KIDODWTHBAZLEFT, AY
T7A4IIE, VATLDOREZZH T 29— ERBUE~FREERZRELET,
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gL LR

Edit Settings

13-7 : H7R— b+ (Support) [EIE

AV FO—LEFERALTHREGIAMDERZREL. BIESSTT—2ELVED
BRIZFAINZEZEDINZHILT, EDIT7AMILDIE—EDGAEERL TS
éll\o

COBETHERSNE=T7MILIE. BEICEADLIBEANGRESHATEA.

13.8 H—ERXZFFL 3> (Service Options)
COEBETIIERENBRETETET, RESNHERELIE. ERENEZT7M4ILD
DICOM A Y A —IZRRENET,

DRATLIZTIHILETY VR —DEESNTWEEEF. PATLOTY) V2 —1K4E
CEAMENEMEIZTEEY,
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gL LR

Edit Settings

13-8 : ¥—ERF T 3> (Service Options) EE

Ff-. Y—ERBELRERAOBBRLH 1L —T 1 U TA~NDT7 IV ERNRRT—FASNEED
BHET,
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14 ETFAIHVRAR—bF & XBURTLHS
AURATLAL X, ETHABLUVT—R2ZRIETHENTEET, T, EHESNIE
BHEDOHZXFEBERORATLEA FO—ILEREFTEIENTEET,

CDEY L3V THBRNREBAIN TS #EEXFERT 5I121E, Makoto™a > Y —ILA~
BNOT—TJIILEGHVNEIZCEDGEENAHY T,

BE

141 TORIIEBRHD

DVI-D 7—JJL T Makoto"aA VvV —ILENBEZ 2 ZHERT A EICK>TT ORI
EBREHNTEENTEET, DVID y—JIILEBGH DIGEFICERIT 5 &, 5488
EZAEM@EIC 1920x1080 EY wILEENEAESNET,

AT 3 EELT, THRKR—FENEETFADEEEEIL 1600x1200 EY )L (F AR
7 b 43) ICRETHELTEFET, HEICEAL TIE., Infraredx™H—E XRiBLE
HENIHRAT—H—ERIZBEVEHhECESLY,

14-1 : BEH AI%F (VIDEO OUT) . PACS AR— k., BEUXEHESIRIE (X-RAY) 28T A V2 —T 1 —R/IRIL

DVI-D ETAHEAIX. NRIILOFRELICHEL. AiEH,D IFEHDOIRTI A TY,
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15 FASESE

Block Level Chemogram
Chemogram

Chemogram Block

Chemogram Halo

Console

Console User Interface

Good Spectra Indicator

Guide Catheter Mask

Guidewire Map

Letterbox

IFU0163rJ.ja (2021-05-05)

ikEREAE

Chemogram E A EERA B HFERIZKT7E L % LME B D Block
(2RI oNTWSEZERTR,

BLERICEENABEI T IS5 — IO EET HAEEEE R
THRENGE<Y T,

Block Level Chemogram D &&843

HEDEE IVUS 7 L—LAIZH T3 Chemogram D —ERD &
RT. E#IVUS OFBEICED DY VI TRESN, &
FIhTWET,

RKORTLOEEQAVR—FR b, L—H, YT bD7.
BREERSLVIVEL—2EEHFT,

(CUl: avyY—lLDA—H A 23—Dx—R) EEAD
A bhO—LAREUEFFELT, T—2FRE/ILE2L—TF 3
T:&)O)’f >9_7 I_Zo

A—F TNV OBICREIN-BELARY LS EEZ4S
oG m4005—4,

VILDIT7DNRYr—YIZ8FENTEY . BEIMIZHA K
AT—TILERELET, COEEEIXI—TFHNFT /A 7D
OYBZNTEFT,

A—YBRHA DAY EZECT—F 770 bOBELZHER
61-:&)0)7 v 700

NAEDIUPTA FRY =D& S, HitHEEA 16 xt
I THIERDBRED ETICERZMES L., HtaEA 4% 3
THAMEDT LEEEDLECEBE LD,
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ikEREAE

Lipid Core Burden Index  (LCBI : lEEa7®RmEA VT Y Y R)
AEY U INELEEICEITIBEEaIT7 IS -V DEK
MIEIEZ 0 M 1000 DHETERLIZELED (ZOREHK
EFEVZEBBEIT7REDOEEVEELY)

Composite Image Makoto Intravascular Imaging System™$&RRg%E T
Chemogram. #f IVUS. & & U Chemogram Halo ®DLY
=538 IVUS Z8HF T,

Umbilical Cable Makoto™ a > rA—S&aVY—IILETEHRTHIS—TIL

XviD ZLDBREEFICHBEINDNSKCEBARELRETA I 7ML
FERT B ETATFAILEHEI—T VI,
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ikEREAE

16ATFUAR

16.1 LR T LIEHR

AORTFLIEX, avyY—IL, Makoto™a > rO—5 (FILNyH /[EEEH TR T
L) BEUAT—TIL, DI3D2DEFEMANLHYET ., ChoDEBRITSFEM.
B, BLUBHEHMIZOEA>TLET,

VATLIIUTONEREBEEGLET,

TL—bry—RTYoA—Eo & (REF TVC-9BPK)
v—IL K&nt= Catse ¥—T )L (REF PN2690)
U—ILRENI=DVID ETAH5—TIL (REF PN2665)
MET—AELVETAHT—TNL (REF TVC-10PMC)

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

Dualpro™ IVUS+NIRS Imaging A T7—7T /L (REF TVC-C195-42)

Makoto Intravascular Imaging System™® > Y —I)LE KLV Makoto™ o> bO—5
THRIE. TEROBY T, BERRA A =DV TAT—TILOEKRIE. hT—TILD
Nyr—YICERESNTWSEABRBASOHRICHY FT,

16.1.1 EMLER

e Makoto™a > —/LI, 61lcm (i§24” ) x150cm (B & 56”7 ) x7lcm (B{iTE
28" ) MEBAEAICWFEYVES, (Fr—TILEDEL)

e Makoto™Ma Y —)LIZIEF ¥R EZ—DB4DFWVNTEY., ZDS5B 2 DIFHEFEET
E.C D2 D2FFRZEBEAETEERY S

e Makoto™MIOVY—I)LDN\Y ROV —ILEHT-HDEDTY, a0Y—IL%E
NV RILTHELBEIFLIEEFTEREEA,

e Makoto™a Y FO—FI&, 12.7cm (HE5” ) x15.2cm (B 6”7 ) x43.2cm (BfT=E
17" ) QEEAICINFEY ET, (F—TILERL)

e Makoto Intravascular Imaging System™®MDE= (X 202Ib  (92kg) TI,
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ikEREAE

16.1.2 IRIE

Y —I)Lld., 15°~32°C (60°F~90°F) MEETHEELZITNIEXGZY FE A,

O Yy —ILiE, 20%~80% (FEZELLGZWLWI L) OERNEETEI LG ITNIELGY E
A,

a2y —JLIE, 10~120°F (-12~50°C) DEREESHFETEE., RELLZHFNIELRY F
HA.

OV —ILIE, HXEE 10%~85% (fEFE LA &) THEHE, RELGTAIEAY
T A,

B HAHHT—TIL, TVC-C195-42 [L. 15°~30°C (60°F~86°F) ME;BRTHEHH
L. RELEFNIELRY FEA,
BEfaEDHBHT—TIL. TVC-C195-42 [ZIF. AL L FREEICEET 2ExRE
[ZDOVWTHOEHITHY FEA, HMRABEEL-REIZRODELAHY EFT,
BEEDHBHHT—TIL, TVC-C195-42 (L. 15°~30°C (60°F~86°F) MREEFT
BET ABLENRHY FT,
BE#RMEDHAHHT—TIL, TVC-C195-42 (L. 85% LI TDH®EE TEE L EZITNIEA
UFEHA FEELGWNZE) o

16.1.3 ERMNTHE

A#IR(X. 100 VAC. 120VAC. 220VAC FE7=I% 240VAC. 50/60 Hz . BEDERT
EHLET, ERANED2—ILOAANEBEER LUV E 2 —XDHEFEIL. FHTHEYIIC
fToTLZ&LY, 100VAC/120VAC TEIMMESE 55 A (X, SAEM 3AG Ea2—X%

2 DFAWET, 240 VAC TEMESE S154I1X. 3A FAEMN 3AG Ea1—X% 2 DALY

F9,

AT, LAOERI—FTEMELET,

BREKIL. RRAE2 LY L—KTT,

AHBOEMI SAIL, VSR IT#BRTT,

AR DEFIIL. CFRHEFEHTY,

A28 (%, Bluetooth®2.0 DBETA FOa—JLIZCT, T4V LRATEZETEHEN
TEET,

16.1.4 P9tk

Makoto Intravascular Imaging System™[&. 7 5 X 1TMEFIMEL—TF ZBEL T
WFET,

L—HJ(E, Makoto™"a > hAO—S EEHRIT—JILEEL T, AV Y—ILEERINT
AT—TINEESNFET,
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ikEREAE

16.1.5 Makoto™a >y rA—5
o [EIEREE(L 960, 1,800 rpm T, EHEV I Y FZEEMLRTOREETEAYICEERL
9,
o HMtAMBEREREIL. 0.5, 1.0, 2.0, 10.0 mm/sec TY,
o TILNYHBEDMARAIEEHEIE., 155 mm (/) T,
e Makoto™ > hA—35IE Makoto™a Y FAO—SEHENY 7ORTHERALET,

16.2 EEBIZHOUL\THEHE
CDEHLIAVTIE., BBEBRELUVVATLABEOEMAIZONTHALET,

16.2.1 1—HDEHE

Makoto Intravascular Imaging System™ (&, BEIIRAD T—TILREZEICHRESND &
DICEEFENTUVET, RERIC. FREFEGAECIDEI a3 VIZRESN TS K
SNIZEBEINTUVWETNEGY FEA, REGRIEDATLIZRIET 57515, &
ULEREEEIAVEY M EFEA. TRICEFELEDOTHIEMDIREGKREZR/-SE TN
FHEYFEEA,

Makoto Intravascular Imaging System™ (TVC-MC10) ®DEAZKEMN IEC 60601-1 (=
HBAINDIYUEZEHICEICLTWAZ EEHRAT SHDIE, A —YFDEETT,

16.2.2 A —HDEE

Makoto Intravascular Imaging System™ @R E (XY —EXBEHENITVET, FRER.

Infraredx™DIEUEFIXIERREBEN AT LOERMLEFEREZEFANICDONT,

BESNT=AT—TILREBEEZDOHMICHAZITVET, COHARK, Koa—H¥<v=a7
WICRBE SN TVWSIABTZHET HIDTY,

16.3 HREEH

16.3.1 EBRIEDOEH
RKORTL [F, —BHEBEIRA T —TILREZRICTERINSLSIZHESTESATL
F9, LE=A->T, BEOXRKOEEFFATEET,
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ikEREAE

16.3.2 ARAR—ANDEH
RKORTLDHREIZIE, +RHBAR—XEZDBEELFEFT, BRI—FHAODRR—X &
BHAZ 7 VICKBERBEEROI-HIZ, BTARIRTLOEMEE B & DRMEIZH 40cm(157)
DAR—ZANBHETT,

16.3.3 BERHWEH

KORATLIF, BERAT—TIIBREECHEARLGELENLGESRERTHERAS L IE
HEehTunxd,

RKOZRTLIZIE, 22y FOERBBIZHFERLT—RADREZ Y EB™fEHL>TVWET,

16.4 BRIEEHIEEHR

16.4.1 K&NDE
KEHNEEEM T, ERTESOENZFELTLAENESICLTLESL, BE, BE
Fl., BIUVEREMEIZLY ., EREBOALEBLOREDEHEET I ENLHY FT,

RIHPOHMEER/NMRICHIZ T 2S00, BEXAFRGOREMEEBANICEEGET S
ERBHYFET, ERUEOHER, BEXEBEZBBRI LI ENHYFTT,

AVY—LIZIFFR R T4 EABRDVNTWVWET, COT 4 ILRIXERAMLT SROE.
B2 LTk, FHEXRBENABETT,

16.5 BBES L UVEIVEHEHER

BEE . Makoto Intravascular Imaging System™([d1—H—(Z &k 24514 A o TF U X (&
HEHYFEA, Makoto"a 2 FA—FDEHGEA VT FUVRERAT LD Y
—ZVUTREEICONTIE, [V 321652 FmEEE] 28BLTLESL,

BEEALEOBMCESDHRAL TOMNFEDFME. [€I/32166 BEELLV
IS53—Avt—2) ZBRLTESL,

FTOMDA VT FUOREY—ERERESNY—ERBEELNSZHBVET, VAT
LOEYRFHAVTFHFURIE, BESA-H—ERBUENARIE 12 AZEIZE IR
WET, FOBIZ, Y —ERBELUEHEEIDLEICR L TUATLOMEREZF I vIELY
FAELET,
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ikEREAE

16.5.1 RLEHhEIFHR

TRTODY—ER, AUTFUR, BLUHBELICEAL TIX, BEFL DD
HEE B LUY—EREHEFZ F (X Infraredx, Inc.~ 1-800-596-3104 FTHEILVEHE
{EELY,

16.5.2 FREHE

RKORFLOAVY—)LE Makoto™Ma Y FO—5 D4 K, FRLUE-ABKIZELER
LHMNVATERLTCIEZSLD, BLVERIEFERALGWLWTLEZSW, XRORTFLaVY—
ILE=I[EX Makoto™a Y FO—SDNEFHEHETHILELHHIHEE. EFRESHICE
LIE=ZoMhWWHRTERELTLIEZEL,

A M&RICEEYT SEBICDONTIE, HFREPCEREETRY RO

S EIRDFIECHE> T EE L,

¢t

WHE B%KIAE Makoto™a Y hO—F ORIV RFLOAVY—)L
RIZALHEWESITEEZELTLEEL,

>

pay
C Makoto™a Y FA—SDHET 7 A NEFEEFTILHNESIC

¢t

FELTCEEL, Makoto™a Yy FO—SDHRFET 7 A /B4
HEFF/TELHNESIE. BEFLOMEBOY—ERBHEE

£ f=1% Infraredx™ [CTEHKDLE., IBREZZ(TTLESLY,

il

16.6 BEHEHLUVIST—AvtE—Y

RKORTLAVY—ILOFERR, T—2EBY I oz 7IE Makoto"a > bA—F &
L—HAREDBERWTEBRRAZEZFIVvI LTVET, ChoDESEINERIATL
BL, FEVWTRAADHEREDBEENEYICHELTLWEWMES, VI LI TIEE
ZAEELERII IS —AvE—CDEEERRLET,

HL. SOIT—AYE—IUNRRINEEEEI. COAVE—CORBIZELST. &
FFEO OB DY —E RBHEE F =X Infraredx, Inc. ITEHE L TLZE LY,
LEUNDELE - I57—AvtE—DF, KVRATLIZIIEAFITOATWWER A,

IFU0163rJ.ja (2021-05-05) 16-5

infraredx

4 ) NIFRO COMPANY



Makoto Intravascular Imaging System™
E kRS
167 k3T Na—Fa Y
fER EALNAHREA R

AT LNERIZDOEANTLY [t5> 3y 61.: VRTF
_ . | EW LIZEEEAND) 25
AT LIZERMN

ADELY (43> 13.1.: H—FE
7 a—XDHERE L ALY At A—IZERT D] &
i

FARALTLWEWEZEER
2270 THL

CPU/N\yTIHEELTLS

;x%i@%ﬁﬁ ROEEMNI LY FEE
<IN 5, [ 3>131) %
== N =l —] ~ o .
ARAREL TG SELTH—EZTO/A
FIEHKT D

EZATDERKRZEI V%
ELTHY,

EZADERNA DT FTHZONYUEZADERA
[ZHBERRE VHFIELT
9,

E=RIZEED— FHVER
aVY—ILE=A SNTWSADEEILD D,

[CEgARTSN | EZ2HEFL AL [t~ 3> 13.1) 23R
g A LTH—EXtE2E2—[ZE
%

ETA45—TILRE=42—

& — IS AY ,"i_:| 7‘-~ -
ETAa3—FRERSN TGN [CHEELTLADERSE

(53> 13.1]) 288
LTH—ERtEUA—IZE
#

NEETA DR AT LOEEL
TULVZELY
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ikEREAE
FAbhBRE

xt K

DRATLY T MR
FtEEd . T5—
Ayt—UhHB

DRAT LD 1 DDIN—YHERA
ORI LA

DATLEAZIZLBUA
M fule- SR

BEMER LTI [+
22 3>213.1) #88BLT
H—ERXtE A —([ER

OS MELGREFzIE. T—4
27 AILERMEL

DARATLEFITICLBUA
95,
RIEMNEER LA THIE [+
22 3>213.1) #88BLT
H—ERXtE2 A —([ER

BYFRPY—2
MRS LA LY

USB #¥—JILhREbALERS
NnTULEL

USB ¥— JILDEZE
w3,

Y I)ANENTLNS

RORZRESEDIMNIY
AEHSFEIZT D,

SRATLDNETAT I RTY b
RIZELKCERE SN TR,

(4 3>13.1]) 288
LTH—ERtEUA—IZE
#®

(43> 11) 258BL

R— EHATELRL

Review Mode F TREEZRTIS
TJILHEEELLGE WL | RESN-T—2DOREEITS [£53>1029) %%
disabled BLTETOREX v %HI
(53 IS
T—2 I RKR— " [tV Lar 122] #81
N2 A

ST | T IRAERSATLEL LTFIREERT 5
HRAZLITI R (o2 ari1224) #5

BEROFIEAERE NS

HBLCEIRTSFIEEZ1D
[T 5T
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ikEREAE

fER FAbhBRE xt K

(o232 7] #88L
TELIZFIEZTS

TRTDT—EBURT LMD

BRI Nht=, (523> 123] 258
Select Phase IZ LTTF—42 %A ViR—+7
BREHBRNZ L %

(€52 3>1212) 25
BLTI24IWL3%9 )7
3

T4 LA —DREOBREHKR
FIFRXAET Y o EBRELAEL,

AD USB RET/INA X%

TN ADNEHEMNTZ Y EET 2

USB R&FT/\A

AEBBLEL g ani 7 2074

FETOTSLEERVAT L
[CERYALS5ELTLS,

ADUSB RET/NA X%
ERY %

[t~ 3>21084) 3
L CELEREICET H.
BOLARILERAET S

BOLRLDRENST E DD,
FET G ERRZE

AN UNRMESnf-4£E

VUS AA=ID | ps—sh0 TS 3008 | REATHT—TLEDT

S
RABL 4 ¢ EREHT—T LGSR
EEtEET S,
- = I= S L,
Z; TIVEHBRMHEE L TUL T LA B,
IVUS E{&M [©23>21083) 23
[FRIFTULEY, B EDRENNE BLTIGEGREEIZRY
HEhbEMNT S H. EREERRAEEITD
IFU0163rJ.ja (2021-05-05) 16-8

infrared>:”

A N NIPRD COMPANY



Makoto Intravascular Imaging System™

ivE L ETLE
fER EAO0N5RE xR
AN UK EIN-41E
WAT—TILDTSAIUTN BIEKTHT—TILEDT
+5 . Ff=lEFAhT—TILER
EEWRT D,
HARTANXYITY | AT—TIRHIT 74/ \—N

PEAEN: o =[N

ATF—TILDOXKH

Dualpro™ A 75—
TILHBEFE-(E
I

Controller A% LOAD HIi&E(Z7RLY

Makoto™ Controller M3i&E{z
BEgar rO—LEFE-T
FRRMNLOAD [TH B LSS
I 5,

OV FO—SHARIEESNT
LVERLY,
[E523>213.1) 238
LTH—EXRFTO/NSg 54—
(2EHT B

AT—TILNY R)ILAaY bAO—
VY bE—ERTEL

Makoto™Controller h 57—
WYy MZHEAT SHI
2. BtEDRE2ThHT
— TN\ F)LELEIZAT
B,

AT—TFTIVEEEA A —2 57
MNATF—FTILNY FILA—E#HT
LY,

FyyTEFERALT, &D
BRANYREILORE2DDE
E—HBTDHLS5ITEER
j_o

Dualpro™ A 75—
TILAS NN,
F LU (RED

Controller B\ Y] BrEF I READY @D
FIEIZFR LY

Y d BRI/ KL &
f= LE L READY DfHIEIZ
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17.1 1% A : REES &K UBELEHER

UTDEY a3 THBESN TS & SIZ, Makoto Intravascular Imaging System™ ZEEA R RN —4&
MICRETRELEALEDY—ERYR— FOERFIHEIE, RETHN—INTUVET, Infraredx™t D
RAEEHETHIZHAN—ZINTLEVWLDIZDEFELTIE., BHIZLITHR— FERELFET . Makoto
Intravascular Imaging System™~®OHR— k E X ZHATRELZY—ERYR— TR S LOERIZHE
L TIL. Infraredx™#t 7 1+ —)L KFH—E X &B [+1-800-596-3104] FTIEHKLFZELY,

RAF

Infraredx™ [&. Makoto Intravascular Imaging System™D§ R TODIZEHRIZIE, HHELUVEELDOR
AN EZ—EMRIEL I, Infraredx™4t 1L Z DREHE R, HoHEIRMaVR—Ry hEF
DHRETERFEFLEIXZBELET., KBIZIK, BEIAVR—RD FEREHIAEFENDIEAHYFE
9. MRS ELESBAVEEV-ERRIIHABOETE. Infraredx™# DIEE Y — E X (LE(H
TITBEBAWEITET,

Infraredx™#t &, #EREFEATIEMNTHRISATVEIY I Iz 7H, BUITA VR b—)LEhiz5
B, FOTOVSLGSDEITERIELET, Infraredx™AL(FREER—FERM. VI bz 7DEE®
TINJIEE] #FRATEEICHE - -BFAT, EMERLGLTRELET., CHEICKYFREBINERSL
TUWEWRY ., REEHMIE. Infraredx™#DHENN—FIOIT7ELIVYV I Dz 7EDHA VR b—
ILELEBICEALET,

LTERORIE. UTEEADINIZREST. BA. FEEFLESERLLIFESICTHERAIAFELA I
BINTUWVEWARL—FIZLSFEA. BBOABERORELRUNTOFER. TEUFELZER+7EAY
TR, Infraredx™MARE L TWVEWY T D27 ELIFA VI —T T —ADA VR b—)L,
Infraredx ™t AEFR] L TLVELMEERS F-IEY I b 7DERE., Infraredx™#%t F f= [LInfraredx™%L AYER
A LB EE U L D8,

RAFG DL a7, &ag, KIEICEL T

REIED Y L—LITEPHIZITL, ZET SRIAHEPICInfraredx™MINZE LB TNIERY FHA. B
BFEEEIREDE=HIZESORGADEZIZEICIE., Infraredx™itH R A2 v —H—E R ( [4+1-800-
596-3104] ) M HiIRMEAFE (RMA) ZEIGT AMENH Y FT, Infraredx™HE N R ERID AL LG
[CDOWTHERW:=LET, AEHLIWVIRIELOBEDEHISRFINIEZOIUR—F 2 ME, LY
Fhdinfraredx™ME AR EZ T —H—EXNEET H2HET. RIREMNTTRILVTESFEIDLDEL
F9,

REEICKURBELIIBEINDS, IRXTOHEBFL(FIVR—F2 FOERE. BAZFOGELLFE
T TRTDFEICENT, BRFLEFIVR—FRY FOBEORERECZTOMEERET 5D(E
Infraredx™#t THY . BHOREIEIREMELEDELET,
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KEBME S &K VEIEECER L, Infraredx™FLITIREDS W -#25 1. BUIZHERDEZTHE L TKER
NTVSIEENBRERITRESIATLETAERY FEA. BBNEESINTISHRANSIAZIEEE.
Infraredx™#t & ) —=V JBERZFEREBICHERIE TV EEET,

R

AREEIL. Dualpro™ IVUS+NIRS IntravascularA 7—TILE &K UEET 5T X bR, F1z[EMakoto
Intravascular Imaging System™[Z& FNE L OEMBER IR LG Y F£T, KREEITBED VX T LK
E. V=07, $EAVTFORIZFEBRSNFEA, FAIOFFE L LICInfraredx ™4t [2IRED &
N-HEHRE, EHFEETEYRINSGIEELFET, Infraredx™#tid. COEROEHKE L UVHEKE
EANCEMT A ELBCERFLEPLETHEFNEZALET,

BE

BAZX., TEUGRE. ADES. FLEVDHDLIFEYMOBEEEIXHIE. BEOER, 7IUFr—
Tav., B, FLEERFERAKOEHEFERAZST. Infraredx™# U FOERICREE L 8K #HIR
BLICED., BRFLIEZOEAICEEL T, HigE, i, FLIEEREOERICERT 5L 0D EH
RALICED., EEFICLH—VIOFHmE. FiL. R, JL—L, fig. 8. BERFLEFEELGH
ERITERBLUFLRERZESCER (UT. ME%kl &95) [IxL T, Infraredx™2t, #E. &V
HFaSn-READE—DNDOHMMLTBENSE L ZBELRERE. Infraredx™t ZHERVRET S
LITEELET, Infraredx™#DOREIE, #E. FLEREBAZVLTAL, IOV ThEEELS:
Y, BIZIZEAL T, Infraredx™%t [SBMDEFOCEEZRTIEMEE LT EA,

SIt2X

Makoto Intravascular Imaging System™(&. Infraredx™#tA$#t DY 7 b =z 7&%t ( Tnfraredx™%t®

VIR T7HTSA4Y—] ) oS4V REZFY T b7, L UInfraredx™*t A A% L T

FIBYVIrDI7ELUVUN—FRITTICE>THEBRINTULET, Infraredx™#t 5 & Yinfraredx™ %t

DIITRIITHTIAN—DAVAR—IILEY I bY7ER. BELUVTNTOREEEER. BRI,

BEU TFHoS420] FREBEFEH (UT. YLD TF) £953) (X, BEFEESIVERE®E

EEH., BLUMOIMPFRBAEZOCRFICEIVRESIATVET, VIV 7EIBAZEOADFERE

LTCEERATHY . FEREMS A £ X Ff=[EMakoto Intravascular Imaging System™ & DEH % B

ELEYTSA U RELTRESATEY., 1V RE ZOEZLDFDT A U REZHTELY

HLCRBHEINATWIEANHYET, YIFITTEREZO—EHDOLINLIEFOCHREEL. Th

[CE>THBABICEESN DI TREHY €A, BAEIX. YT b7 %Makoto Intravascular

Imaging System™DHIZESLDE L. UTDIELIETEER A

(1) YIZ2r9xz70O—8FELIEEeHEIE— Ny I 7y TORMLUNT) . DEE. EE. V—X,
FrEY IS4 RTBHIL,

(2) YIrITT7EEETSH. FEETOREIREZEMDIER.

3) YIFITT7ORTRLGEEDHEMHAERIZRERT S &,
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e, BE. BLUBN BEORMBLED) ODITRTOYRVIFBAZIZHYET., BIC. VI +Jz
TOEZOBEFLIETERIZHLTIE—URIAEHY FEA, FEEBIVELERICEFE A TOIHHF
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VUBARNFELEIRRHICOIDOST ZZICHRSATVWVEVWZO/TRTORIEICKDHY ., ThoFHE
BRLET,

HEOMYKL., RE. V-0 BLVHEEIE. &, 2H. AE. FHLES & Uinfraredx™#t
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X, HROFERICEEF-IIMENICERT 52— U0OBAFIIHANLGHEL, 8. £FIEXEA
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[Zxt L. Infraredx™#ENZFD & S HIEEDARERICOLWTHDShTWWV=.LTH, —YI0EEZED
BWI EELET, Infraredx™tt(E, HRICEEL T, WHEIMMBMBRBFOLETZAES ZLER

K. LW EDIENZDOLSIBEBCERZAS LEHALERA,

Infraredx™tt B A, BLE, FLEERBEIA LTS RIHLTE—UOEEZEDT. FTO &
SBTNARICEALT. AFRHNFELZERNICHAHLS T, BREFLIIBEENOBEESHZEONE
BT, —YIOREZITHLEVLDELET,

BHHIR

Infraredx™#t 12 & 2 EEMNALE Y. Makoto Intravascular Imaging System™ Z#itH 3 218 &1%, BHE L
SNBZTATOWMEHFAIZNETHL2EXZAL. SOICHEHEEEZZEONTNICEST. §TO
BR4ABDEZET HLEE. EZS. HEFIIRSLDE LFET, Infraredx™t AR L FEili7—42 .
FERZOLSILT—AOEEOENMEZ. ZATHHHRFIER L THEFEIERELZVLDL
LEFT, BABRXYI LI TEIKERTHIZLEZRELEFT, BAEL., XEREEERFNES LU
KXEBSLUVZOMOEOBBANETT S, TV F1—4 RERFEASLVENEORHEZET. ZHT
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17.2 {18 B : EFENB L UVEBEKRBROFE LD

Infraredx™ MDEFSNEE (NIR) BEEIRATLIX. BEIRIZES I TE2REXNRTHDIEE
a7 75—% (LCP) %#Z#EI B=HICBHEINELz, COIRATLDLCP OE
FILT) ALIZEFRNRETORABERI SN ZDENISIRESN-T—2I2&K > THHE
SNFE L, RFIC. BHIRD NIR FHAENEELZERKEE (SPECTRACL)ICTHA
NTIRESINFE LT, EERNHRE, HBFLEBRLAEZNRBROEER S ZRAAE
EL. —FEEARITEARAS L UCEARNEFRHORIEREZRAHAEELE LT

17.2.1  HE&F5RE

HEX B Y

EFRNHREROBRIX. LCP Z#H3T 51=5HIZ. Infraredx™ NIR E{g L X T LZEKRIE
L. PRIMNRIEZ T H_ETLEz, VATLORES KURIEIE. BEIEDMERFM
REFZRBEE L TREABREH SN ABODE, SIERREIN-EBEREFEAL T
EHELEL.

BROTHA Y

Infraredx™ & R T LDIKRIE EREEIE. 84 ADDEMNSHBE L TEHFIN=DRXE LD
HBEHT—2ZAFL. TD55 3B AR EIREDHAFEIZ. 51 AR FREREEIZFERA
SNFELZ, REDT—4 Y b, NIR RF ¥ VEIEENS LCP DEFEEZRET S
SEEHANETIVEERT A-OICRIAEShEL-, RETILIE, TORKREET 2ty
FDLCP BEMREDHRZEZERET S LICLY . FPRMRIMEZS ZHRLVELT
RIES & UREDFEARER 2 (&, MK & DFER E NIR AIEM R 2 RIZHE < BT D
FHELGERMNAIREEICHESI LI THA VENHREICRYFTonFEL, RF¥vUEFE
T 240rpm D EIEREE T 0.5mm/s [CTEIROR ISR > THREF v T&#5 Eik< A —
FTWNY I TEBBLEL, BROARY MLIE, #5940 Hz TERELFE L=, 50mm
S OTEYYHF RS T, COBRKOEY A 1 HK8H71-Y 19 4,000 R < OFEBICET S
HEZERLELT-,

LCP &I, BEELGVWEROEEA 60 ELl L, FHE 2000 U LDEEIT7ZHL.
FE 0~450p DIFHERIEDH LW T TO—<, EERSINF L, 1 RO
FIZDWTIE, 8k 2mm SOBE (Block) 20 & DUV EDETENE L=, BIRD
BRI, TE AHA 5] ITR->TREZESSELELZ, (VimaniR,
Kolodgie FD, Burke AP, Farb A, Schwartz SM. [Lessons From Sudden Coronary
Death: A Comprehensive Morphological Classification Scheme for Atherosclerotic
Lesions.] Arterioscler Thromb Vasc Biol. 2000; 20 (5) :1262-1275) .
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ivE L ETLE
£ 1 Fr—oDFEEFE=EH. HEEHLF UL
LR e (n=51)
5=
B n (%) 36 (71)
iy +- BEREER (R) 65.9 + 15
BEERE n (%)
SimE 31 (61)
S4B E 21 (41)
& KR 17 (33)
CHF BX1E 16 (31)
M| BE 13 11 (22)
CABG BX1EFE 4 (8)
EE n (%)
I B 40 (78)
FEi 1 B EGE 8 (16)
755 3 (6)

s\ BR 5T (i 15 B

Infraredx™ > X T LDZWREZRD 2 DDBEKRERAICEYT 2 ZEEFBERE
(Receiver Operating Characteristic : ROC) BR#RDIRERR TEF R (area under the

curve : AUC) ZERAL T, 3 DMEERIEFERICOWTEMALFE Lz, 2F Y.,

LCP DBFHGEREH., 8LUVARAFv 2 LE-BIRBSOEABEEIT7EFORETY .,

FEFMBE REMEBEREDESICEF LU LCP BHDREEE

BFEEEEL. XX+ 2 LE=8IRMD 2mmBlock [ZTDULNT, REEA 3.0mm LULTD
Block Chemogram 5&EfE & £ ? Block M o1 1=E F DEBFHEELLLERZ L. ROC
T #3952 & Tl L& L7=, Block Chemogram Mi&E (X, X ¥+ > Sh =Bk
2mm 7' 0% ® Chemogram BHHED 0 N\—E U2 A ILDBETHY. ThIFIWER
[Z1& Block M HEELEFRD 10%IZxt 6 L TWET, EHEFOLEEIX, & 2Block T
DLCPHFEDHELLFL, BEIX. IXTOAEEDOHLHERTEL S0,
ROC g # —1m9 % 1= IZE{E Block Chemogram {ED Bt H K Ve —BE £ E£5t
L. ROCHIff FTEE (AUC) MfEffridhFE L, FEFMEBICDOLTIE, LCP ER
TTS—Y DFRHMEBIEOESIZTOWTHRIBLFIBEZRTEREATL=,
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FIRFTERE 1 - $REMEREDE S50.45mm KFD LCP L DIREEE
ABIREHMEEE (X, TEFFMER ERBRORGREEBTAEEZEALELEMN, LCP
EFHEZ T 0.45mm RimDIREERREDOESZR TSI DICRELF Lz, 0.45mm
L EDBEMEBRIENOESZHT S LCP [, EHFHO—HELTHETSNFEL .

BIKEHEIEE 2 : [EEIATHEA T v I XDFE

CDEV3 #REEHAEBR D AR REHMEIEE (X. AR TLDEIXRMER. 2FY. BEaT7H
BEAUT YR (LCB) #FRALT, RF v LI-BRBLDEEI7RHEDKREH
HEDEMITEITIZETY, HFFHELEDEEL. LCBIEEL TNICHIGT HHEHF
FIEEE L DB C ROC BT ZANT., EYICAX v U SNEBRESTRTICELT
FFlichELIz, IXRTONERDODLDEHEMICTEDHFE LTz, LCBI &I&. Chemogram
FOFRENSEVWA LY ODBADEBIZHREMICHIET HREN 06 A DRF vV
L 7=#845> M Chemogram BIRDIHETY , HBFHEELRE (X, RFv 2 LR
[CODEDY A XD 7 T O—IHFEEDERELEL, BREIX. TXTORIEERD
HLREBMTEL DO, ROCHIIREZ —1FT 51-DIZFIE LCBI EDGEH & U IEH
—HEFEF L. ROCHETEE (AUC) MEHSIhFELT

AERER

RESBIEDOESCE®ZRE LCP 2T 5274 S X 7 L0 AUC (FHEEREMN
3.0mm LTOEARTIL0.80 (95%CI : 0.76~0.85) TLT-, REUEBIEOE SN
0.45 mm R&FH®D LCP R HBIZB L TIX. AUC [£0.80 (95%Cl: 0.76~0.84) TL
f=<o LCBIZAWTRF v U L2 TOBIRESBAICHMHE 7 TO—LFEDEELZRET
5 AUC [F, TRTOFIRERIZXHLTO0.86 (97.5%Cl : 0.80~0.91) TLTf=, &2
(F. 3 DODHEBRFTMIEE DEZHRBRERREFTLH=HLDTI, E17-1 (& Block
Chemogram DR ERE (FEFFMIEE & & VRIREHMEIER 1) KLU LCBIEE (Fl
RELMMIEE 2) OBHE L THET I2%EHEEZTRLTULET,
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iR EAE
& 2 :3 HE DL ABREFAMEE DIFERFE
SAERETHIR B AUC

FEMIER

BHMHIRE L IZEFEREVD LCP REDIREGREE
BIXREMMIER 1

RHEMEMIEIE 0.45 mm K L D LCP IR DIRGREE
BIXRELMIER 2

IBEAT7HRESA VT YIRADBE?

1OlMig 51 &, EhARERS 122 ERT. 1909 B 2mmBlock. FEXAERE 3 mm LT
2 0 51 8. BARERS 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 EEREKRKAER

HEX B

SPECTACL Q2GR BMIE. BBREHTHRONAEE LFIREARN LT LN
“HIEEEDFELEZTMT 5 & T, MHBFNREELGHRIIBREFEINCEONG
Mo1=DT. £EARKND NIR BIREGDRBEEZBEETMIEITETEFELEAT Lz, KRR

[F. EHROARY PLT—2Z%ANT, SARTIRE LERAERN AR TERL:

HREFBLLTWA I EERERIATHETY,

HEDOTHA Y

SPECTACL (&, F*1 T4 7BBIRREDERMEILIERIH OB KR TENRA

VAR AVERITHBREANDRIAETLEEERRRRRKRARTYT, REMHF(TE
THRME. BEURELEAUEEIRERBEOREELZEHLE LIz, SPECTACL D

BREREAER (L., BEMOUIELI=ARY FMILT—2 DA, £EFENEHBTIREL-AR
RT3 O EEBENLTEUMZRI ZEFBNELFEL

SEREMAAR . EMEES L UEK

SPECTACL ®FEHRERIE. kEHLUNFTFD6 MR 21 vy ARERINFE Lz,

DA, F5 106 ZOBELNHRICERINELz, COEBEENDSH. NIRST—4

X 17 BDEEHINSITIETELEN 1210, QBDEENUELI-T—FZEIHFTL

FLfo NIRST—AMEonEM->-EBAK, MEEBKFEE (7T8) . T/\1 AWE
(78) . FEMEIR 24) . BLUTEYLMABEREFIOEY LTy T (14) &
ETLT.
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Primary Endpoint: AUC = 0.80, 95% Cl = [0.76-0.85]
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100

g0

B0

40

20

1]

Block Chemogram L & L&

Secondary Endpoint 2: AUC= 0.86, 97.5% Cl = [0.800.91]

100-PrA,

iR EAE
Fa
#
y
de,
”,
r"’,
”
-
/‘p
~
0 a0
100-PMA,
,
r
#
IJJ’
”,
F’,
f’,
-
J‘p
f’ )
0 50
100-PrA
7
.~
ra
f,’
-
f’l
-
o‘"
-
-
f"J )
0 50

100

100

80

B0

40

20

1]

infraredx

A ) NIPRD COMPANY

0 oo 300
LELME

171 : 3DDHERFHAEEE (CBIJ % ROC B (£ EREtES K U E—HFRMAR vs . HER
BE (RE) A FEFMEER —#HERERMEZL L, 2mm Block Chemogram vs fAZEa &4
D¥EE (5110, EARERS 122 &R H & U 1909 D 2mmBlock) . Block Chemogram £ 3
BORRME (F. BWWALYUY, BAWALUOEIUEBTERTR) (X, B - EE—BEO#H
BROTREATINET, B: BRREEMAEER 1-0.45mm REDWEEDRIE, C: BIXREEMIAE
B2- BEaI7HEAVTYI R (LCBI) vs MBMEEDIEE (5110, SHARES 120 5

FT) o PPA : [BHEHIRE, PNA : R E,
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Makoto Intravascular Imaging System™
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EA 5 (5) 2 (4)
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KEEHEERER 0 (0) 0 (0)
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IDEREEDEEE 16 (15) 5 (10)
BEMA 2 —R2 S 3 VOREIE 28 (26) 13 (27)
THEIAR/ N1 /R FEHE 3 (3 0 (0)
i 1 B P 25/ — a8 4 i A I % 4 0 (0) 0 (0)
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BE 7 BEDE 67 (63) 33 (69)
T EIRIDE 54 (51) 27 (56)
BmELTE 6 (6) 0 (0)
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Makoto Intravascular Imaging System™
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Makoto Intravascular Imaging System™
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Makoto Intravascular Imaging System™
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(Acoustic Output)

(1) IEC60601-2-

L AT LETIL : Makoto Intravascular Imaging System™ (TVC-MC10)
g : Dualpro™ IVUS+NIRS ImagingZ1 7—7 /L (TVC-C195-42), 50 MHz
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Jao—JETIL T 247 Tl {& Ml
(Bfz# L) (Bfz# L)
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DRATLETIL: Makoto Intravascular Imaging System™ (TVC-MC10)
EHIBIETIL: Dualpro™ IVUS+NIRS Imaging 7 7—7JL (TVC-C195-42) .
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BEE— K B-E—F
W A mER
_.E%Hjjj MI |spta.3 |sppa.3
(mW/cm?) (W/cm?)
g o—/NILEK(E 0.36 98 257
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W (mw) 1.73 1.73
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Elev. (cm) 0.05
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EEHIEIEH [T2B L EHA
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