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1. 2JH0(Introduction)

B EAT= @MFDSoA AzH o57|7|A 2" AMEEH = AZE oo stk

AZS 2 FaA &< (verification and validation)& 23 ZOoZ o]lE &3
szmedole] AR Helsty @)
2. ANAE AY(System Information)
1) 22 Ego] HA (Software Version)
E (Boards) AZES o HA (Software Version)
NPT
(System Control Board) 1.00.3.1
LCD 2=
(LCD Module (GUI) 1.00.12
AZEYO oMM SF B
(Software Safety Level)
% OfAl) AZEY o] A 22| A A
TAl2E HMolE U LCD =8 ~Fe vz omuvle od 3 M5 Sol gz oA
= W
1.00.23 1.00.3.3
T N T N - 72 wzol obd wz : et 4z o 945 S o277
R L e uE Fauzol o 45 Sof IBE olxx PE W
2) 3t=9°o] M (Hardware Version)
E (Boards) Version Remarks
PCH
(PC BOARD) Rev 1.0
Al AE A of £
(System Control Board) Rev 1.0
USB £
(USB BOARD) Rev 1.0
MUBFE
(Power Supply BOARD) Rev 1.0
A 2 & o]
(Power Control Board) Rev 1.0
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3. 2AF #H| & £(Test Equipments & Tools)

HAE & £ =8 ol gglH s H|

1 Visual Studio 2005 O Anbely

2 IAR Embedded workbench IDE ZZ2 O Cl2E

3 IAR of| =2 o[ E =202 A

4 Personal Computer Z2 g gt

5 Power Meter Power &%

6 Oscilloscope M &F

7 MM FA MES B

8 4E Med/F =25 M &F
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5. OlolZ 2F(Unresolved Anomalies)

= Explanation -Disposition | Acceptable Effect Effect Effect
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] H o)A Zhol =gkl [A17]178](2014)
A A} 7ho] = 8421(2007)
E4 H7} 7bo]l=2k21(2007)

Guidance for the Content of Premarket Submissions for Software

Contained in Medical Devices : FDA Guidance(2005)

6) ISO 14971: Medical device - Application of risk management to medical
device(2007)

7) IEC/TR 24971: Medical device - Guidance on application of ISO 14971(2007)

8) HltlolE 2 AFAL slEo] HEH o 87)7] §7HAA slo]Eekel(2017)

9) AFTAE 7H 987719 94 FEA B 7hol =84el(2017)
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@ IEC 60601-1 3.1 PEMS Q7AKE
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S, g8 Jls2 MSE.
. AAMON CHEH simple measurement JIs=S MZ6tH, 20], HE, 21
Caliper _ _
=X0| Jisg
2. A= TSI A0 e Measurement JIs2 MZ6tH, OB/GYN,
Measure . . - =
Cardiac2 Measurement item=2 H3SE.
AN st EEEsS g %= JAE=E Window Width/Level,
Edit Contrast, Brightness, Crop, Flip, Invert, Rotation, Magnification &
9l Jls2 M3E.
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- Window Width/Level

— Contrast

— Brightness

— Magnification

— Sharpness

- Pan

- Flip

- Crop

- Invert

- MSV(Multi-Slice View)

- MPR(Multi Planar Reformat)
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3D Manager
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=5 == Description
One Exam View otLtel Study@t2 SN B= view
: . e ZAF StudyE €0 =10 2 Exam&
View Builder Multi exam View -
£ imageE E# Hlw
Thumbnail list Thumbnail image
Authenti 2790l INE=DNERCIES
2ot
cation SH X J101 &
_ LocalOl H&E Study = exportE IH
Local It _
ol CH& open
Open _
_ Remote Hostll M&E  StudyOl CHSt
Remote ItY
open(ltg CI2=2E)
Export 2D Image DCM, JPG, BMPS Zoioz HZ&
Save Local Save Study I 2 localdll M&
Remote
Remote Host2l Study 244
Exam Search
Local Exam
local®l J& & Study &M
Search
Local 2D Localtil H&& DCM, BMP, JPGSl ZILoH
Il 2
o | Search Search Exported O|0|X| 234
DE
HIOIE 2l =& (Exported Image, Study)Ool
- A2SI0l, OO X ARSI
E & Search
(Remote, Local) E& X0l %= CIOIH
£ F0t&E
Localtff U= & MW =2 o] M W
Delete Local Delete
o /\I-X.H
Share E-mail send ImageE e—mail2 Lot &5
. , HHIZ2EH ExamO] dSHH S 2=
Receive Notify

|L A
[— |_|_

notify€ &.

Configuration
Setting

Network Configuration

setting

Device2l Network &2 &%

Storage Status

Hd EE,

AE

0
(U
C

fo

00

Storage 9|
2k T A

Remote
Host

Storage2l 0| X L2 I AIEX
Ol Hl Alert2 ot0d storageE HZEZF &.
P Remote Host IP
Port Remote Host port
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== =5 e Description
Host Name Remote Host Name
ID &3 User ID
Password
User Password
a3
Received _
DACOM It && B+ &3
Type
Package Package & &4
Measure
ment Group 2t Package 90l Z&E Group &EH
[tem
ltem Measurement ltem & AISE Item2t2 & &4
Reference table OB Measurement Item2l ref. table2 & &4
Password
User Password
a3
2ot
A= log out AEXIS] =] g2 B2 s 2102
AlZH 2F TE=E JIE AM2UAS O
Cut Depth &3 MS2| cut depth &&
Annotation & XF M= o S 0/l
Auto Text j
A3 &M S
NEE O A= olgH4 el D,
A2 =018 Password, &8 &Y £ 2 N2JF XH
XD =D AEIZ NEE.
Hel Distance
Line Trace 2460 e =&
Angle 2E =3
%StD Stenosis Distance
S M Distance | M modeWlA 2l JHel &
imple D Velocity D modellM2 =& &
Caliper
D A/B D modeWIM2 2 BUHIAS & HluUs
D Trace D modetl A2l =&0 CHS EF &
. . ] D modeWM2 & JH 2t AFOISl AlZt
Simple Caliper D Time = 5y
Ellipse & 220 SHH Gist Sd ¥ HA =3
Edl/HA — _ -
Trace s#%s =M =dl € HE =3
%StA Stenosis Area
3 Distance | 3J12 A&E 0l28t 21 5&F
1 Distance | 112 &&E 0|t 21 &
o
=1 Distance + | 1JHS] MM 149 92 olgst =20 =
Ellipse 3
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== =5 e Description
Ellipse 10 /g ol=st 21 =&
MOD Method of Disk
Magnification &0l =
Zoom in/out SA =
Filp imagel| 2&= Bt AIRZ
Brightness g &8
Sharpness edgedl gt ¥ E XF
PAN image 91Xl =&
Image Post Contrast MfEE &
Processing Crop SEH A0l CHS Zethol
Invert SHH| et ets
Rotation Image &
[nit XI= Image &EHZ SH
Annotation Annotation =D}
) ) Pinch zoomdt &Z& multi-touch ZA2
User interaction &&d . )
£ User interaction #+#&
DR Image 2D View X-Ray 2D G &
CT/ ) ) .
VIR Image Slice View Multi Slice 2 74 CT/MR 2D Z4t
Cine Cardiovascular, Stress Echo
Image 2D View 2D Image
3D view 3D Volume data
ROI ROI €9 =&
3D Image MPR HeiEl 9IxXo che
Processing A 2H2AOF el UPiS GENOZ
US MSV S0E.
GS dald =&
CRL HelolA D2lWIX =&
21 KX-I
Measure | Obstetr | Fetal BFD ENorm el S FE% 20l
ment ics Biometry HC EfOr Oicl =dl =3
AC Eior =8 sd =8
FL EHOF CHEl= 20| =438
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Mobile PACS Software

1. H&E

- 1.08.XX E£= 1.03.12

% S=2J|M Al 1.03.X, 1.04X &=
1.03.1, 1.02.1

2. 2g9sd

- 9tEZ20/£3.0 HoneycombOl &
1280 X 800 resolution
CPU 1GHz/RAM 1G 0| &
Touch LCD(Z %)
802.11b/g/n
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1.1.2 Remote HostZ2FE] FA18F] A&+

1.2 AE B4 2B 2E =3
1.2.1 Hufpo] 2o AH Y4 z3]
1.2.2 2D, 3D(Z23}), Cine ¥7ol| that %3

1.2.3 Remote Hostoll A& I %3]

1.3.1 g7l tE Annotation

1.3.2 2D g7l ™3+ Simple Caliper

- Distance, Angle, Area, Volume

1.3.3 =23} Measurement

- Obstetrics, Gynecology, Cardiology package

13.4 9ol e 3

- Window Width/Level, Contrast, Brightness, Sharpness

- Zoom In/Out, Rotation, Flip, Invert, Crop, Magnification
- A&7} preset 715

1.3.5 Measurement Aol thak Report

14 253 3D 9% =3

1.4.1 3D ROI (Region of Interest)
142 MSV (Multi Slice View)

143 MPR (Multi Planar Reformatting)

15 71t 71

1.5.1 JPEGe]1Y} BMPZ Export A7
152 M HE
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