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Makoto Intravascular Imaging System™

AEX JH0IE
Export Procedures
rocedure Date | Name
Wi o1/012018 MC10.2, Sample2
./] ore
/] :12
Wi o03m/2015 EH é)" 0“ /\—I O| %
LI JbsEt B2t
= AN
/\\j EH
By x5
&1 Al o] =
= Total Export Size: 2.37 GB = j } Jll —
== 3|

8 12-9: AR JtsE M Z8ZE UstaAZ F&0611.

HE A E= A ==2 HNAE HMotH == JIIE 018 AL,

1224 AR X8 F&

Makoto Intravascular Imaging System™ 2| HIOIHHE AIE X X & HA L Z ALKl IS8t
IHMEZ =22 = USLICL Ol &= HH2 001 &4 L MEE X CHAHO CHEH & &
=20 2RI SLICH £6 0l A2 AAERIL fote galeg 848 E

CIOIE O Al AEXHE At Kot =S oIS LICH

z=of

20 ASUHNRE5SHP 2SS LRZ ot HI0IH
HIQAROl X5 £= 17 SFE0HAN SEELIC

2D ASUNE 5SS 22 ZE0AS 0120] JHsELIC

infrared):
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Makoto Intravascular Imaging System™
MEX J101E

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

8 12-10: 4K JtsE XM Z FE010| /I8 HI0IE S8 X A0 e ASL X8 =8,

AR Jtset MO AFS == £l& TI0Ie g 28 = &2lotHU ol HELHII0

et AMtetS ZEELICHL U0 R A0 2tet O AMet 2= 134 A& S

5 DICOM el ool R34z il /15 olelofo] 1 el 715517 9140
DICOMDIR & £7:3}1= 8, "6 vt} f 12 Ul 2ol (3 51):2 341 v i1
ool AT o] $AE 211 e viElol 7k ulo] slojof g el

infrared):
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Makoto Intravascular Imaging System™
MEX J101E

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

Medium (Better quality) «

2l Medium (Better quality) «

erpretation for color files:  [[{ei]

ciien: I
Connec

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

A8 12-11: A HIERIA HE X R4S {8t MEXRIE =

Soil MEEEs 3L

ArEX XS = UIOIHILHERAE = 37,
3= 20 = 2 HotHAI2. UHl PACS MHE 450
HEGHYAIL

DICOM OI0IH Mt =
ot AtE X XIE HIOIHE

»

£3.

H

& IStAIZ PACS EZ 1 AMIEX XS =2 PACSEE2 =
PACS == 48 0l= g&= =X 2sLICH
& Makoto™ A|AE {HIO|IEHE S4E = Y= B2 24 T2 JH0|
DICOM E &9 HIEOJJ_ dEs el =24
KIIAAHOIEO B3 2= J|= PACSS CHE B2 AIE2XH XA
==Z AMEHA ‘3/%* FIAAHOIAS HERA =4S
B AI2L.
infrared):
A O NIPR0O COMPANY
12-12
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Makoto Intravascular Imaging System™
MEX J101E

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

[l 01/01/2021

Jll 07/01/2018 £

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

-

‘ol 5 IS 2 BROI0 GIOIES HEE 255AAQ. AE AE M 35H0]

0
-
10
02
for
rir
=
>

2ol g0tU= &= HOIHE BHEoHAl &sLICh

& At s AW UU JISE == A2 2= N2, doll, £=
=480 gets =X EsU

&0: Qs Ils2 A0S L dH3L 2 2sotH B=XE
otH XS JIE LIE0 &= =X #sUIh

infrared):
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Makoto Intravascular Imaging System™
MEX J101E

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

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

A Do not remove media while export is in progress

20 Tet

g0
rr
o
0z
2

12.3 GIOIE JtA 20|
== P AHOOIHE HE, HEH, 58 Y HF=ZES= ?IoHl Makoto Intravascular Imaging
System™CZ It = &= USLILCH

=g TVC 40l E2& = H0IHE &= &ols ?ol S8 Jtsst
24 HS O 2 E Makoto Intravascular Imaging System ™ (]
JtdE &= JAsLICH

Makoto Intravascular Imaging System™2 0] A|A 8! £= &£ CHE TVC G4 AIA S0
Olol A= TVC &4 HOIE(TVC-MC10 &£= TVC-MCO0l M *.tvc) &£= TVC ==
OIOIE{(TVC-MC8 &= TVC-MC8x0ll Al *.zip)E =& LICL 0] HI0IE = =&4d0l, DVD
F=USBEXMUM IIEES &= USLICH

infrared):
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Makoto Intravascular Imaging System™
MEX J101E
12.3.1 8= A2
Ol0I GIOIEADOt EMOtALE Dt 2 A2 == L= 2A OI0IE I 0101 AIAE U=
HIOIE2 RAIE B2, 0lEe s&= 2=0t)| ?ol AFZSAS] =IH HH0| ERE =

USLICH

J
P
nn +o
N
>
H

2= Jtxelel 2l &= 2M o201 ZAeLICH Ol HACZ
St 2E = EHIOLHZE = U200 Ol= BIXI IHH LI 2SS < E0I5
grLIct

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

8 1214 BSIINQI ZSZE (84X 28 12 Ad W YOIMI| T 0| BSdH= TU2 M| HA51.
PRI S ZSZE Hata X LIEtE M, TS S JEGtY A2,

plyEE=b) ZS 2R 2 AHFII]. 22 T S HOIE N BA A0
AH O o~ | |

i
fir

IEE D 0l BE I HRII= HUFD HHX 2| 2e JIEH SE SXE
HZGHEZ ASTNAN TBZE Th3HARIF BAIELIC

infrared):
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Makoto Intravascular Imaging System™
MEX J101E

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

Import Information
03/11/2015

Existing Information

Procedure Date 03/11/2015
Procedure ID
Physician Name
Accession |D

Catheter Lot Number 64623 64623

Patient Name

Patient DOB

Patient ID

Patient Gender

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

Female Other

Use existing

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

Sample, D

v X

Import  Skip

S

IE AE A2 B 2210 010
IH0IE. 0| 2R
AMSO HSSLICH

S

ralE ) Ol S8 JItMI|l= A
| A

JIHH 2]

AAE O &

g LIC.

S0 BRI OPH D] 2
E

ﬂJIﬂl
9'3
2
%
0Q
x
JE
mio
A
o
|0
HU
e

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

Import Information
03/11/2015

Existing Information

Procedure Date 03/11/2015
Procedure ID
Physician Name
Accession |D

Catheter Lot Number 64623 64623

Patient Name

Patient DOB

Patient ID

Patient Gender

Sample, Delta
01/01/1954
aTVvC-4

Sample, D
01/01/1954
aTVC-4

Female Other

Use import Use existing

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

v X

Import  Skip

A DBt 3= 2ME
CHatat X 2 AIE LICH

== OO JHHLIIE M eLICh

Al
= 2 A0 ANEN 22 HZ220 O E2 S24= 018€ &= U

infrared):
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Makoto Intravascular Imaging System™
MEX J101E

SE 2o M8 HHOA X === St 0l oLt A XS = JASLICH ol ===

E]J

e
k0
o

RIGtA Al BHel ALKIGHE EE 2 2 gD

FLICE

EE

army

B XIGHAl &G Ak
HE0l 0l s&0 T

Jton v

o @

po M

FO|

—

o

ANAEOA OIOIE2 AMle SFA0IH &8 AKotE & =E
_I_ tlAI:Il—*l[-_fl-

-|H‘:>
|0

A BHEES OHA AMSS NEEOZ AHGHH L CHH £= A0S &5
AHE ATE = USLICEH 0l IS0l CHEE AtAIs 32 & o= 10.2.9 A& AZH
AMHE FEGHYAIL
&10: =0 OHXI2 A2iE LE S Solle AME = isLit
A EHZ SO0EA === ANotD Y === AAE A
2B MAHGHY AIL.
=k AHS ANGHH 2 203 StH K L SFHO0| AME LICH
Makoto Intravascular Imaging System™2 1M 92 [0|HE MESHEE A& X
EASLICH D22 AIAEM =I1HQ OI0IH AHE Zefst UI0IH By & 22t

HES NRES 2 AFSLICH

A Makoto Intravascular Imaging System™2 HJ2& o2 [{0|HE
ME L= B20teE AN ZFpASLICH

J
IUI

infrared
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Makoto Intravascular Imaging System™
MEX J101E

£ = Makoto Intravascular Imaging System™2| £ &
= UASLICH AMEX= UERZD S4l €8, J)|=2 =& g4 4ot
= O:I A O
= e

ANAE MH SECIEI0 HAAE

| - About Makoto

' ) Software version  4.8.0.16
LTk et Model name  TVC-MC10
PACS

Required Fields Serial number 123456

OS version  Unknown

Controller version  CA 4.8.9, CF 0x41, NF 0x32

Controller serial number

User Management .
Contact info

Infraredx, Inc

28 Crosby Drive, Suite 100
Bedford, MA 01730

USA

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

v X

Save Cancel

<har o] AA Q] 7158 g AF Hdlo] Q= Al Alw Byt o5
A8 7)o a1 Qle ARl Pak S oz ola) AdhE

131382

Ol AIAES 8% MEe ST) SXIE ATEO0 HA ¥ 201 OtLIgt AIAES 2
S0 (e RS MILICH

infrared):
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Makoto Intravascular Imaging System™
MEX J101E

E Q/EE NHIA MBTLH SH F2= 0l /AKUAM 0SS =

13.2 DkM. xx-i
o] A2 T2} AFEARE & = QlF Ut o] A Mo E IR E o] Fojxl 54 /)7
Ulell Al 2Bl Ab-8-2} Zhrpe] 219l R 1ok 18] 31 AR BElE Kol FUTH Al 2 E

ZIQRII0LS- AL V) HS *esv T O Q5 FUl g vt 4 5 dHuh
13.3Ed ZHl AN=E

2 ZASFS UERID XN L E= N2 SB2 0l AE0A E=S 2l Al
Tde = AsLIt

Edit Settings

erver
L §128.1.1.1 Port W Enable Tis

e

e

Connec

& 13-2: AIAEH HE, 2E2|El R}T2AE.
13.3.1 2 ZH| ZASE AHAH AZ £
DU E YA 2E Hxls g A SAS AEsE T QI8 2E Ao YEY A
FA7F 87 AA o] Hojof Ut F4 7 AALS e H oo o ARE
AH3AH AL

IP CIEHY 252, HHE 4, AM=ESE AHS =4

infrared):
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Makoto Intravascular Imaging System™
MEX J101E

zE ZAIEE MBI SIS WY I AIESE = S4 ZE. 0l=
Aot o ILE 104 LICH.

5= AAM=E AMAH UERZ OIS

22I0IHE Ul E< 30l Al Makoto Intravascular Imaging System™ 2
AgEs [ AIEE= 018

BOLTLS HANAE I BAMSE AHIL 20 A SHE P X
HEE NI L= MAKHNMELICH M 3, 2Rt

O

X ISAE MSELILCH

Ar= =2 At 2 Makoto Intravascular Imaging
MOl CHoH E20| st A2 9 oo R}

ol
[
O gy
-U

13.4PACS
ANAE ZHC 0l AENA, HIOIEH |&, PACS M 21Xl & AtA SHE 24 ELICH

Edit Settings

About

Medium (Better quality)
GUM Medium (Better quality)

O3 13-3: A|AE HiE, pPACS MlE.

13.4.1 Z&AIZ OIOIH &5
Makoto Intravascular Imaging System™ 0| M & = A= OO0IH & EUM0= K
S0l AsLICH

infrared):
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Makoto Intravascular Imaging System™
MEX J101E

Ol It S8 L A2 Ot HIOISWAM &HELICH

H 1018 JbsE GH0IE IY S8 X 8A
Y S F 018 Jts3t g4
DICOM J|&E 89

NIRS-IVUS AS *.avi NIRS & |vus TNEEREEEEEE
.LL_[-_L”OI 25
AIAIZHIVUS 2 T2 JI22 IVUS
T =3IMX 001X - gL Ch.

IVUS AS *.avi IVUS GIOIE 0l M B D1 =2 Ot 2
Do g

21 US * pdf B EE, == A EE, =4,
=R, 9o, TAIZ Q%8 2 IA

TVC o2 *.tve Jl2 AlAE HAIOIA NIRS 2 IVUS
CIOIH S Z&6ts Ity

AN US *.png A0 2ol e & 10 AFZ XH 2| of

13.4.2JPEG 2=
DICOM OI0IE €42 &= 28= X&ol Ol0IXl SE= JH&otHLE HIOIH It
FJIE S0IYAI2.

Makoto Intravascular Imaging System™ 2 JPEG 2 =2 MHSot0H M, & = 10 &85
OI0IXl It = M ELICh

B2 DIcCOM &= &HF

TEREEE 0l0IX 0I01X B2 o 37
= NE e
) (1-100) )
3 N 100 e
== O ES8 80 =8
=2 E2 50 =

infrared
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Makoto Intravascular Imaging System™
ALEXL IJH01E
13.4.3 42 DICOM It 0l CHEt = £F ol A
DICOM V=2 A& OI0IAl 2 130l Uioll THE HE=E M=
Intravascular Imaging System™ (il M “RGB” t£= “YBR Full 422" &
HEBIA A2,

L|Ct. Makoto
FL

Ol
(T

13.44 HES 3 HEH
Al 2ElS W U EY Aol AAst= o 183 4 91+ Makoto Integrated Imaging
System™ U E T o] fiH o] IAR A H 7} o] AMof vpF 1},

JI 2o, PACS AHC WIER A =401 2 & & 0 0F & LICH.

IP OIHY ZE2&EZ, HH 4, PACS2| =2,

H
rir

TE PACSII S¢I= H&E M AIEE = S

PO Z L E 104 LICH

E. 0l

018 PACS AIHH WIERIA OIS

22I0IHE Ul E< 30l A Makoto Intravascular Imaging System™ &
AlE S (I A = 0|

TLS & &3t HNAES [ PACSOt Bt Xt SEE A X HHEE
M3 E= XA HMELICH MAY 2R, 2ReHEHS &

CISANE MSELICH

_ Test Connection | . .
A& AlE, _% E{ XI5 M PACS ¥ Makoto Intravascular Imaging
| S+

System™O0| SA&IE &= A=K SOISLICH Y0 Uil &S0 2+ 3 A Xt
L= Infraredx 1024 A AN ASOHAIAIL.

e FR A, EE SR 54 9 A0 97 ol 54 BEo] AnE aes
Azwl 4 @l AR 5 daUth 25 Y s AY Bue uEs g

infrared
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Makoto Intravascular Imaging System™
MEX J101E

Information required to close a procedure

Not required Required

Patient Last Name Patient Date of Birth
Patient ID Patient Gender
Procedure ID

Physician Name

User Management

0% 134 AT M, B4 U BE M4

13.6 A2H 5™
NAE 282 AW otH A2 AN 2 28 SHAHS R JLA AIZH 2 =30 ol

ANEX XE S A SELICH

infrared):
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Makoto Intravascular Imaging System™
MEX J101E

Settings and Tools

e measurements

o @——— +/-1frames

User Management

13.6.10l=2 &

Ol E2= MEA JIZ2 S L ZUE HHU EASHHU sLLICH S ZUE
=A40tH S 2L Lot s2LUL HEE Rloll 22H= € [, SEO0l s AHAXNH 200t

13.6.3MI2 Block Level Chemogram JtAI S
Block Level Chemogram 2] 7}A] A& AL&2F A5 %=
WA A2 A2 7S5 B8 2700 Y EE d5o A
Block Level Chemogram 2] 7FA1 A2 10.2 A4 AH BHE 271
A 4 dsUth

ghat: 74 AzHO|| CH8H M2 Block Level Chemogram 2| 7HA| &
ZHEIH, 10248 A BEE BISHAIL.

infrared):
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Makoto Intravascular Imaging System™
MEX J101E

13.6.4 JI2 Chemogram Block JIAI A&
JIZ IVUS S0l /l= Chemogram Block 2| JHAI

A2 A EXNH a0 O 3=
2 ASLICH HA AIE2 MZ2 J|IE2Xs 2 A0 CZ2E g=2202 M2ELIL
Y AZHO| CHet Chemogram Block & JtAIE=2 A EH= HEGl= 22
AAE 2 ASLICH10.2 A A HE &X),
AL 7he AzHof| CHal 7+2 1vUsS O|O|X|of th3t Chemogram

Block 2| 7tAl'd& =7F5t2{H, 102 M4 A HES

N ENIPNEeR

13.6.5 %[04 LCBI & 3|

CIAZSa0l2 Il A4 X0 LCBI &2 AJIE U2otH oted™ 0 HESS

MESIAA2. DA =0 LCBI Z2t= =0 LCBI & AJ|0 tist & H HdE8=S
INE=Ze0 éﬂ/SE!LIEP Ol gt 1Tmm & SItotHAM 1mm £E& 10mm Dt 2
HAWHOA HB&= =2t0lE MAHE AMtEStH &8 =5 JUSLILCH

il
=
2

22000 CHol mxLCBI &= L &otHdH, 10.2 1@ AM
HEE FXotMAI2.

()

13.6.6 7}o| = FHEE 7} R.olA 3}17]
o] AEES A3 A5 7Fo| = FHE ] wp2 9] =ES A L.

13.7X1&
AMAE SFHOAM Ol 82 AMAR 2 Y == /A 2EES HMSELILE O
M2 AMAE ds 2H2 UM AHIA X200 =28 B2E NMSELIC

infrared
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Makoto Intravascular Imaging System™
MEX J101E

Edit Settings

HNE= AEESS AME0SHH ot €M HRIE £86t], IHH= SST OI0IE & Z 1t
meo Z2ets ZFe 5, W20 SAHE HaS d=6HYAlIL.

Ol =ECIEI0 2ol HdEl= E2 0Het 25 e 32= 2otk E&LItH

13.8 A|AH!
o] & uj/|HF NES AL A2 2Eo] 314 AAL AL uj/fHG5E
F71FUh A5 AES mAE us A| 28-S T Al ZE oF 3 42 gl & T

infrared):
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Makoto Intravascular Imaging System™
MEX J101E

Settings and Tools
System options

PACS
O MM/DD/YYYY

Date format . DD/MM/YYYY £\ Change requires system restart
@ yvyv/Mm/DD

User Management Inactivity timeout

. Use single file when exporting DICOM screenshots

. Enable alternative communication method for file transfers to PACS

. Enable printing

m Enable remote control

29 137 A=W A, Aad §A AR,

13.8.1 A| A o] &

o] & A}&-&f A ~Elo] HlEoj ] DICOM 3t ot} B A &t Yo Eol7te=
A o] o ek 3 A4S & 4 A5

13.8.2 85 F7] 44

o] FAS AFE3 A A B YElh = 7] A& AA A A L.

13.8.3 H| & A 3} E} o}
o] FAE A& Al 2~E S ALE-5HA] @2 AH|O A o] = H = A]7Fo] X|ufof Al A E] o]
AE o7 T ALEAS R0t =X S A A L.

Hrgol A Tl Aol AlaFo] Abs o' R0k E A E YT

13.8.4 9 1< DICOM A3 34k
o] TS AFEEAM AHH BE X~
01-7- o]—/\] }\]

M 2~ A AAES 3LFe] DICOM Z# ¢ o]m x| A EZ

13.8.5 DICOM ©] A 4]

Makoto Integrated Imaging System™-& = 7}%] W}4] © 2 DICOM 39S PACS =
oM AL et VoS 7HA AL dE YT FE A S 7] A 93|

A steof AdFuth. A5 PACS Al &8-S 428532 PACS B4 Wl Al gto]
AFUTE  PACS o] el tigk A F4l WS AFE-sle ¥ o] §48 EAIBHI Al L

infrared):
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Makoto Intravascular Imaging System™
MEX J101E

o] FA o] o] ¥ <= DICOM <! W&ol &= 54 54t

13.86<9 243}

o] FHE AFEEA FAIE Z el = “E=(Print) HEH “HE = ¢

2 81”( Select Phase of Review Mode) S &4 3l Al Q. o3 7} s Z-IE 7}
24 8t o] oF Makoto ol A B A E 9T = FUT. 58 7He e 2 E ] 87
Ao disf =20 E a5 Makoto™ AJH] 2 S| Akl a4 Al Q.

13.8.7YRE HEE &43}
o] &< A}-4-3] Makoto System QU E|#H o]~ S S 8IA| A Makoto ZHEZ# e} AAY

el o] &4 ARE EAlehAA Q.

13.9USB/DVD(&HHl Jtset i Al)
AHl Otset OHMO MEE D2 H0IH €4 s82 AMAE 28 S80A 2de =
USLICH

Edit Settings

DICOM formats to include
_ m NIRS-IVUS  JPEG compression: [ReIE(:11yfe [VET1s%) NI
Modality Worklist .IVUS Low (Best quality)

Required Fields

Scan Display m Report
Support

Service Options . Screenshots

Photometric interpretation for color files:

Standard formats to include
[l Report [PDF] [ NiRs-ivus [av)

TvC IVUS [AVI]
/| |

. Screenshots

Optical media

.F'\nahze disc

18 13-8: AIAE NS, USB/DVD HA.

13.9.1 L& DICOM & 4|

P2 H10M 2B HE ALZ Jl=8t DICOM &A1 2 ANl Jtset WM EZ =Sot=S L&t
AME JIs&LICL DICOM & H& W2 42 =S ts =2 sH Y 2ge =

USLILCH

infrared):
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Makoto Intravascular Imaging System™
MEX J101E

DICOM & A0l A2 012 JHs 3 GIOIE IHY BEH 0120l S, EE & Al(HIDICOM)C 2
ZOLOI0IE IIY S8S Metst & ASLICH

A2 DICOMEFEAEE =8l [ 28 84 L= =00 U= Hge =

13.9.2.1 AVI &=
IVUS = IVUS+NIRS HI0IE1Q avi &= A2 LSl &2 22 o2 AXE LIC
XviD.

13.9.3&% 0100
2EME JIS2

—
EI"E d8 FH A

0

+5t 0| L 0{(CD, DVD, Blu-Ray)

H sLet DILIHZ =)t =ES

13.10 A2} g
o] ML He A AFEARF AR S F A F T AE W o] A2 AFEAL B2 e,
ALEAFAs A, s Aoy M =2 T2 Makoto Integrated Imaging
Systems™el| AL-§-2} 3 2 5}l B A & uf 225},

=€ W XNEFSL A3

SotdAIL.

2
5

ol

Settings and Tools Settings and Tools

2% 13-9. A2F MY, AR B A4 AR BA@B) AR B )/ BYN(LED).
13.10.1 AF-&-2} e
S22 A8 AE R WA = s UL A AE AV A 22 Y-S FUhE

A AL WA T 5 Qi Aol AT,

infrared):
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Makoto Intravascular Imaging System™
MEX J101E
131011  #&x} 227
o] TRBYL B2 /|E A L2 WE f4507] 98] APk el
T2t PACS o R E|E] fAe|AE AZS X3s| A4
AzE AR $7 A4S T 5 Agdh B =
Helg & H&etaL HolBE w2l i 5 A5y

13.10.1.2 o/ yh Az Z 7] 9

o] AL tF-12] Makoto Integrated Imaging System™ A}-82}7} A}-8-3} =
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Makoto Intravascular Imaging System™
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Makoto Intravascular Imaging System™
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Makoto Intravascular Imaging System™
MEX J101E

16.3.3 &I & RFPALE
Makoto Intravascular Imaging System™ 2 Z}E| & Q] o 5+ v 523 ] 7F A X &
Aol A= B A7ES ol & & o s AAHASFHH

Makoto Intravascular Imaging System™ 2 oY RS2 K HN fXIst SEAL X
AHEO HEEELLCL
16.4 83 E QPAAE/0|Y XX

16.4.13J| &
IF BIFAE0IH S9

| = A
_,g_||:sa|-/5| Emo I{j| HH/\-| ol 3’66L Aﬂ_‘i’_g| EEI%

SS0l BN LXE zAsE RKANAINYAL X L= ZEH HHU F2HQ
sas €02 = AsLIth =5 HAes 8| ZI0 T HQ = NE = AsLICH

XM O 2, Makoto Intravascular Imaging System™E H & 0| AKX SAEFE
o+ LICH.

Makoto™ Controller 2] LAIE 2tg| BfH 2 AJAE Q20| HA L AS BIHS

S
16.5.2 A A& H A=0HA UEASLIC
d1 2 ZEE HEAS2 166 A8 N 2 ZADIN == s 28 L SN

I S0 AsLICH

S et RANE+ L BZ2 NHE 2E S S0 2ol =50 0F S LICH

AIAE*'OI MR Y RAE+= BHE 1212 OtCH IHHS 2XE L SE I
Olofl ==/ OIOF SLILH &2 0L S 8t AIABS Jls= 8ZotH
2R 3R 02 =8gUt
16.5.1 ¢t &

5.1 :
BEEA KANEX=LEE DM QAW Ciolf, Xl SSEE L AUlA HZS A O
A2tSH AL CHS YHS 2 Infraredx, Inc.0fl 22|56t Al 2. 1-800-596-3104.

infrared

A W NIPR0 COMPANY

IFU0163rN.ko (2023-05-24) 16-4



Makoto Intravascular Imaging System™
MEX J101E

165284 L AS

Makoto Intravascular Imaging System™ 2= & Makoto™ ZHEE¢212| 2|F= =&t |+
L =0 E2 EUOZ INHE REEH2 M= AIEoHM L = USLICHL HR ZE
MHM= AtEotH oF ELICH Makoto™ 2 £ = Makoto™ ZHEZ22| 2R E A5
ERIU=sER E s 2=HZ2 AAN R2EH2 = AHEE = UAsLILL

ii} SOl Qo2 AIMS H I ABRAS HelE I
A& Z2E2S 020k &LICH

A
1o

M= od, Al &= JIEF ARt Makoto™ AE B2 £

(]
ZE0 S0t XS Y XokI| ?lol =2E JI=00F & LICH

>

I
1o

Makoto™ HE E2{2 2 HEH S E = Llot)| ?loll =2E
Jl20{0F &LICH HEEH 287 HEHE 4 = 8=
=0 d20=, AAet AN&ES ?loll Al ABlL HESHM E=
T =

Infraredxil A& oA AI2L.

16.6 31 & Z8 ZAlID|

Makoto Intravascular Imaging System™ At E
AEEH £ dIOIM Z2F e &I S¢ 3lH
HE J1J12t2 SAI0| SHIE2H &S0t
HAIXKZ 2€8= 2EUHH 0l= atH &0

L0l & AZEQ= Makoto™

DDZLIEP It B2 X &LUAAL
A=, ATEYNHE=E AFEXH0IH 28
LEFELICE.

FEFEL

=2
=

—/

g 20| &dst 2, Xl MBlA MSEH = Infraredx 1228 215 SIE O

infrared

A W NIPR0 COMPANY

IFU0163rN.ko (2023-05-24) 16-5



Makoto Intravascular Imaging System™

AEX JH0IE

16.7 EHIoiZ
4 ATEQl @Ol R
EEEEEEEENNEESEEEEEE
A AEIO] H XX s HZOHYAIL(6.1 A& & X).
wS TR HEFA w2 MBI M= & R O
Tl TSI S 1B A R(13.1 M A B ).
28 Abelel AR
S ESE R 02 A7) ZAE T 2709
Beorg . 2o} 1AM 6. M1 -
18 Tl eded AT YA Akt S
(13.1 AA #x)
ENENEEEELEEE
o LiEio HES HOLA FELICH
- - Jl&xt 2UE 2 2 H0IA
HMel HES #OIM SEUL
NN EEENE]
2LIEO &0l S0I2X AIAPISAL.
. = MBI~ RIZ 7ol
2 SLH 2SI AIQ(13.1 MM & X),
0101 X0} gie
- - IFEENENEEER
IHE W= BB0R0E | ag ozas= sune.
2 HICIQ HHE 5t KEIA RIZ 27 of
ANABOl =SSR &S C12t5H A R(13.1 M & F),
]
e R 288 2} oA
SEAAT  lamea ag e A Nsw | ARAe. BA A% 90
N ek weg kA e | ANz AAAA
oo At L. 13.1 A FHaL,

infrared

A W NIPRO COMPANY

IFU0163rN.ko (2023-05-24)

16-6




Makoto Intravascular Imaging System™

AEX JH0IE

=4 A= Ol R0l o2 =
Al ] Bz NES Eﬁwnqw
Aol EﬂolEi 7 %‘o A by T
5 A Hli XﬂﬁZ}C’ﬂ Al
A AN L. 131 A4 Far
_ USB HI0IS2] 12 AEHE
A= K|
USB A0l 20| 2o & ol BT
DIRAZE SR AIFIHL
E1% ATRI0) IR AL 2ROl EY St
oo oo TI =N=] I[:I’
[y — Ol BA O
Al AE10] 1600x1200 BICIR | ABIA K2 ol
Z(| QY PHAX LS | HABGAAIRI3L ME BX),
“M¥”(Setting) S =& 3AY
4 e o= Sl B i e e R R = 205 gy
& ] 4] 8} 9l & 271218 3 7] =,

4 5A L

Z19lo] ok H

¢
d

<y

5o] ok 9 A8 7 o] &,

T AN Aerel A BAE
=g,

AgA OB SelA 4

AEA oI5 G5 A

91 Gk,

Iz oA dde A
R e
A 544 ©

ZE 25 £E20|
H2dats

S22 POHAR
(11 A& & X)

SE AMES AHIGHIAIR
(10.2.9 M & &)

CIoIE ==0|
Bl2dst3

infrared

A W NIPRO COMPANY

IFU0163rN.ko (2023-05-24)

16-7




Makoto Intravascular Imaging System™

AEX JH0IE

=p W=l 2l EE
N ANE =20 ol il e A S 1010 222
o] 20| Meis -
EREE Chs=2l 5==0l Z0|AAID(12.2.4 MM BE),
REE = T Aol Al Aot Al L.
H @S =2
2= GI0IE JF Al AEOf| A TYOHUAILT A& FX)
AHE mmagiﬂggug
AEH CHAHIOl == 0| (12.3 A& & X)
gle '
LI L= = = LHE NQAAQ
AMS BR RE (12.1.2 M & & X),
PEETEE AN A A Ao
. CI=Z USB & JJ|=
SEEX s !
S g I RETISINY
AR o535t 1710t EIOIE &
O|AlE (=13 = 2 rE! Tc= - _
ol dmAD ol e Ao fﬁfﬁii?mmg
S22 D AT FEotE AR
oM Y0 HE = A ESIEENEEEE
SEGHL 00K} &P SOIALL HOM A% 2
x = = FEBHLICHAA 27X10.8.4).
SIE EA G A2 JIHHE
=0t HI=BHAAIQ
IVUS 0|0| X| D _
Emméélr §§3ﬂagzmm ce
Al
IIHIE AR KIES
2R BHAAI Q.
3 (== PN )
JHHE B S S0t JHHIEIZS MESHAIAIR
IVUS 0101 X =) 00N ENoz2
52151 OI0IX 80| ZHO| RS | SOIIIHL 2 0|0IX 4RSS
2HEE {21 O FEBLICHA A Z7X10.8.4).

IFU0163rN.ko (2023-05-24)

infrared

A W NIPRO COMPANY

16-8




Makoto Intravascular Imaging System™
MEX J101E

=N AR Ol 20l CEE
SRR P I
Z0F HIBBHIAIR
E£251% o2 IHEIE e
Z40/Y =
JIEIEl AIR RIES
AXBMAIR
J10I= 250101 0
51220 SIEIE ZA R} A HNEIEIZE DBSHIAIR

Sl LICH

7hel B B} Al A A E

n
21}2%9}0101 el 7}HelE] 2 elo] chemogram & | X.31 NIRS H] o] E] 7}
Ao AEHA 5= AL,

A 4.4 71,

SHHO 2 =0 EAIE DK
Makoto™ HEZE0| U=
UHE SN HEES

AEEHLICH.

HEZSHII 22 AR UK
2 AEZ¢ o %A o] Z5s
MEIA HIS 2 X0l
O12tBHAIAI (13,1 4l &
Ex)
Dualpro™ o]}
Infraredx Clarispro™ Makoto™ HE=Z2] It E
7H B 7} = o] JEIE £&010t HEZEY 2201 &HUBHD] Ol A 20
tE AL A4 o] A2 MR %S, A= HES 225101 JHHIE
w2 HFU T AmO|O| WES M AAS.
FHEE S AEZF A7l A
A% %27)87) A8 = ) W) AL 7| E17F ehal 3]
7 e 7 923, o] 012 531 ThAl 1A%
Al =gyt
JHEIE 3™ 0101& 20{t %E M%org 20{2| A
JHHIE £&0/2 HE X AZT0|O] HE AT}
s 2XotEE ZUE
o S2/AIAIL.

infrared

A W NIPRO COMPANY

IFU0163rN.ko (2023-05-24) 16-9



c

Makoto Intravascular Imaging System™
INE=INIILI]

wl
A

=
1o

ol
of

ol
Rl

KO

-

KIo

T
Lu|
m

=7/ "o

2 SHMA|Q.

4
g
ol
e
Bl

Uk

_

o
L|
~d

m
ofu

2700 ZE2[AZLITE 7F

Lf ZEZ20f

At
o =

AZA|ZLLICE FHHH

C
T

Jod

CA

=

=

BISIEE SEAAIQ,

=
Ly

£ ChAl

JHEIE

ok
Ul

==

ol

t) CHA

b

o
LICt.

=

A A2,

I

o
=

MBI K= Mo

A&

JHEIE

A&

125 AIR(13.1 MM & X),

if}

o
=

e
o3
0

b
L

of Z|X|
EE27 =8| JEfof AKX

4

Il
gl

ok

=] Al

=0

7HE|E £E0| H

0

i0J

|ASLICH

H

M

7
10f
el

JHHIE &4

o0
(!
It
X0
or
0
Tl

<l

Infraredx Clarispro™
7HA B 7 &

Dualpro™ o]}
TREA

1=

1A%

S
B

Ear o)
w0 &= & H o] |
Fo|7k A 14
FH Yt

2L o

|20

00
58
H
0

o

<

16-10

QO NIPR0 COMPANY

infrared

A

IFU0163rN.ko (2023-05-24)



Ol
e

Makoto Intravascular Imaging System™

AEX JH0IE

T = oI 101

o —

[0

HZ

ol
J2

7Fel ¥ 22 o] chemogram
A F A 2=

i

ZHell B 2l 2} A F AT A
131 NIRS "o &7}

A E] ==] gl sk Al L.
A 4.4 7350,

Chemogram ©]

A3 Ut

HD-IVUS 7}EE] 2! H S 7}
E3 7 2913 A} RFID 3%

Ao 954 e

7 B & A 2§ HD-IVUS
T E = A e thA) Al
WA S

280l HE=2

Xz ERSLICH

_ o JIEELREEEEEEE
R e G2 BT (9.3 M & F)
OFEIHES BIMES N £1: | 0l JA0A 218 242
AXL HOl= AHED | HYAADINL RS 2SS
HEE J2Ao By SHEBHLICH(9.3 M & )

] L JEENREEREEEE
OFEIR =2 255 S HEIADIL TS BS2
B=gh g =0l U= EHLICH(9.3 MM & X)

_ MHIZ RIZ M0
ASS FERILUE | oatsyA2(13.1 M & X),

MBIA HZ MO
ASOIAAIL(13.1 A E &FX).

JtHIE E W &tot 0 CHA
== B

JHHIE E W &tot) CHA
A& gfLICh

HAEZEHIt 0I01E
ZHE =4l

(READY) ®IXIZ2

01018 ZHE A=A &S
HOZ EUdA AMTE.

EEEFNEITE
R=ES 2 ot
SR RIESS, JHEIE S
DEGHD CHAL AESHAIAIL.

infrared

A W NIPRO COMPANY

IFU0163rN.ko (2023-05-24)

16-11




Makoto Intravascular Imaging System™
MEX J101E

4 ATEQl @Ol oz
SRS TA XA JIEE 201
2el 0lsothl &3 HASHD & &, JtHIE =2
SHEIES OI0IE 2010} SN RO
G120 UK LHLF =4S | 0I0IHBHAIAIR.
51019 X A0 M2t IHEIE S
DEBHAIR
QEJF EE 2012
s & B0l
=US O _
MBIA HEE X
ez seseiel =g yotuzol | oo WSS
2wl s=ojx | MHES. 2 %),
=
& ST X} O =
X]—%_9_§7]%QZ] 1__}\1\1:!- ! = T H H -
oro. FHEE] 2 E W37 B84 FHE 2 Yo s ZE
213l N E 7|2 JEsr 2

S Xl AElA RS E£= Infraredx, Inc.0fl TS IS &2 HEOHAAIL.
+1-800-596-3104.

16.9 A|AH! £~

Makoto™ &3} AEEZ 2
]/\Eﬂ 04:131]0]1:% 5}

1o 5 € 3 Atk Ma A o e, A2 B 2w
g A5 Infraredx Makoto™ = #H 3 th

F

16.10 Makoto™ Imaging System H| 7| x| &

A 2=Ee] oFA s 5 7] A B U3 AR = FA] AH] 2 Al FA A = Infraredx, Inc. o)
O HE 2 A 4A L

infrared

A W NIPRO COMPANY

IFU0163rN.ko (2023-05-24) 16-12



Makoto Intravascular Imaging System™
MEX J101E
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Makoto Intravascular Imaging System™
MEX J101E
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Makoto Intravascular Imaging System™
MEX J101E
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Makoto Intravascular Imaging System™
MEX J101E
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Makoto Intravascular Imaging System™
MEX J101E
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Makoto Intravascular Imaging System™

MNEXI IJ101E
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Makoto Intravascular Imaging System™
MEX J101E
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Makoto Intravascular Imaging System™
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Makoto Intravascular Imaging System™
MEX J101E
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Makoto Intravascular Imaging System™
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Makoto Intravascular Imaging System™
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Makoto Intravascular Imaging System™
MEX J101E
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MEX J101E
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MEX J101E
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MEX J101E

2 A 1F W 1271 A7} i 732 £ 27 L 7o) 32 AALE WS U T

7144 54

AT o] 714 542 PCIE o= el Ay A o|lom 1310] £5
gyt Ho A8 64 901, 115 69.5%7 FA o] 9o 36.7%0 Al G o]
AAEH H-ab APl A FA o] AW e x| g2 Qb A Q1 Al T o] Sl A
7+ £33 A FAko] A5 U T PCI7F 87.5%2] o)l Al A A H 15U T

infrared

A W NIPR0 COMPANY

IFU0163rN.ko (2023-05-24) 17-17



Makoto Intravascular Imaging System™

Z5: A} o7 EHEE

Y45 221 45

AEX JH0IE

E A
=

-7 o
g TX] n&& %
A= (A) 64 +10.3 1271
<t 64
ARt H 9 57-71
T 883/1271 69.5%
1A 464/1266 36.7%
AEdo] Qs oy 162/1243 13%
< o] H(EF) 687/1249 55%
CREE 282/1249 22.6%
a3t 1019/1267 80.4%
IAEF 1013/1261 80.3%
A= A3} yp=E 782/1386 56.4%
ol H AL ME 294/1253 23.5%
o] PCI 569/1267 44.9%
NG =5
ol sl¥ STEMI 32/1271 2.5%
H|-STEMI 182/1271 14.3%
A sk Al S 468/1271 36.8%
A P4l Fol F5F A FA 589/1271 46.3%
BMI 30.2+6.5 1262
S~ g
=9 2~ 8 E mg/dl 163.5 + 45.6 875
LDL mg/dl 91.7 + 40.4 846
HDL mg/dl 447 + 15.2 867
Eg=gAlEe] = mo/dl 152.3 + 127.5 859
HE g3 1+0.7 1227
<70% <A &)1t 5 268/1227 21.8%
3t 702/1227 57.2%
= 228/1227 18.6%
Al 29/1227 2.4%
PCI performed at Index* 1111/1270 87.5%
A (1A Fel 2 E A 52 827 27 Al 2EE QRS S AT A, 24 70 o] A

FY=HE FA)

#7637 % 72 PCl & 2o

>
2

89.5% o] el ApA o] H= I3
Mo F 200 @ T o]+ 139+ 45.2
5% & NIRS H|°|E|+= 97.8 £+43.4

#6). o] 27 "1 H3F maxLCBlamm-> 359.2 + 175.1 o] o1,

infrared

A W NIPR0 COMPANY

IFU0163rN.ko (2023-05-24) 17-18



2 700o] H Ew o] 38.8% 7} 400 ©] W+

01 9-(1552)°l A ©

Makoto Intravascular Imaging System™
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AEX JH0IE
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MEX J101E
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AEX JH0IE
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MEX J101E

Patient-level Cumulative Incidence of NC-MACE
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