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E-CUBE 15 .

Ultrasonic Pulsed Doppler Imaging System

System, Imaging, Pulsed Doppl.er Ultrasonic

Uhrasoﬁic Pulsed Doppler Imaging System, 21CFR 882.1550 90-

IYN

Urasonic Pulsed Echo Imaging System, 21CFR 892.1560, 50-YO Y~
Diagnostic Ultrasound Transducer, 21CFR 892.1570, 90-ITX .

K120060 E-CUBE 9 Diagnostic Ultrasoynd System
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Device Description: E-CUBE 15 product is an ultrasound imaging system for medical
diagnosis. The system platform provides optimal patient diagnosis
workflow with the 18.5° wide flat panel display, ergonomic control
panel wilh easy user interface, optimal image quality.

Indications For Use: The device is intended for use by a qualified physician for the
evaluation of soft lissue and blcod flow in the clinical applications;
Felal; Abdominal (renal & GYNi/pelvic), Small Organ (breast, testes,
thyrold); Trans-reclal(TR); Trans-vaginal(TV); Musculo-
skeletal{Conventional); Musculo-skeletal (Superficial); Cardiac
(adult); Peripheral Vascular (PV); and Urology (including prostate).
Technology: E-CUBE 15 employs the same fundamental scientific technology as
ils predicate device. )
Proposed Predicate
Feature E-CUBE 15 E-CUBE 9
ALPINION MEDICAL SYSTEMS Co., ALPINION MEDICAL SYSTEMS Co.,
: Ltd. Ltd. .
510(k)
Number - K120060
Indications for | The device is intended for use by a | The device is intended for use by a
use qualified physician for the evaluation of | qualified physician for the evaluation of
soft tissue and blood flow in the ciinical | soft tissue and bicod flow in the clinical
appfications; ) applications;
Fetal; Fetal,
Abdominal {renal & GYN/pelvic), Abdominal (renal & GYN/pelvic);
Small Organ (breast, testes, thyroid); Pediatric;
Trans-rectal(TR); Small Organ (breast, testes. thyroid);
Trans-vaginal(TV); Trans-rectal(TR);
Musculo-skeletal(Conventional); Trans-vaginal(TV);
Musculo-skeletal Superficial); * 1 Musculo-skeletal{Conventional);
Cardiac (adult); . Musculo-skeletal (Superficial);
Peripheral Vascular (PV), Cardiac (adult & pediatric);
Urology (including prostate). Peripheral Vascular (PV);
Uralogy (including prostate).
® Discussion of differences
The individual functions of E-CUBE 15 has essential performance and safety
effectiveness same as E-CUBE 9, even though E-CUBE 15 as limiled scope of
the indicalions comparing with the predicate.
Therefore, E-CUBE 15 substantially equivalent with predicate device.
Dimensions Weight: approx. 105kg .| Weight: approx. 89.5kg
and weight Height: 1413/1848 mm ’ Height: 1340/1600 mm
Width: 585mm Width: 590mm
Depth: 670mm Depth: 850mm

e e —————— TR ———
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Monitor 18.5° Wide LCD 17" Wide LCD
. 18.5" Wide LCD
Oisplay size: 1366 X 768 Display size: 1366 X 768
Recording area: 880 X 660 - Recording area: 880 X 660
Adjustable Tilt/Swivel, up/down, rotate Adjustable TilUSwivel, up/down, rotate
Digital Brightness/Contrast Adjustment | Digilal Brightness/Contrast Adjustment
Electrical Voltage: 100~120V, 200~240V Voitage: 100~120V, 200~240V
power Frequency: 50/60Hz Frequency: 50/60Hz
Power: Max. 900 VA with Built-in and | Power: Max. 600 VA with Built-in and
On-Board Peripherals On-Board Peripherals
Consol design | - 3 active Probe Ports * 3 active Probe Ports
(4 Probe Ports Option) -
* Touch panel
» Integrated HDD {Capacity: 500G) » Integrated HDD (Capacity: 500G)
* Integrated DVD-R/M Drive » Integrated DVD-R/W Drive
« On-board Storage for Peripherals * On-board Storage for Peripherals
- B\W Printer - BMW Printer
Color Printer, Color Printer,
DVD recorder DVD recorder
» Control panel tift mechanism « Control panel lift mechanism
* 5 Transducer holders, detachable for | + 5 Transducer holders, detachable for
cleaning and washing _cleaning and washing
* Integrated Gel wanmer * Integrated Gel warmer
- 3 temperature levels - 3 temperature levels’
+ Front Handle + Front Handle
* Rear Handle * Rear Handle
* Wheel-lock Mechanism * Wheel-lock Mechanism
- Front & Back -Wheel: Total lock - Front & Back “Wheel: Total lock
+ 8 USB ports: Touch module side (2ea) | + 5 USB ports: Front Side (1ea) Back
Back side {6ea) side (6ea)
« Thumbnail images on-screen = Thumbnail images on-screen
* On-line Help key + On-line Help key
» ECG Module « ECG Module
+ Patient ECG Lead Wires + Patient ECG Lead Wires
® Discussion of differences
E-CUBE 15 has 3 or 4 (optional) probe ports, 8 USB ports: Touch module side
(2ea) Back side (6ea) and Touch panel. But, E-CUBE 9 has 3 prabe ports and 5
USB ports: Fronl Side (1ea) Back side (Gea). It is not related with' the safety,
effectiveness and essential performance.
Operating + B-Mode » B-Mode
Mode + M-Mode * M-Mode

* Anatomical M-mode

* Pulsed Wave (PW) Doppler with High
PRF

« Continuous Wave (CW) Doppler

+» Color Flow-Mode

« Anatomical M-mode

* Pulsed Wave (PW) Doppler with High
PRF i

« Continucus Wave (CW) Doppler

« Color Flow-Mode

ALPINION MEDICAL SYSTEMS Co,, Ltd.
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» Power Doppler Mode

* THI (PI/FTHI)

» Tissue Doppler Imaging
« Beam Steering

« Panoramic B/CF

+ Spatial compounding

» Frequency compounding
+ Xpeed on 20 / CF/IPW

= Auto IMT

= Auto traces PW

+ Directional Power Doppler Mode
* SRI ’

* Full SRI

* ECG

+ Power Doppler Mode

* THI (PUFTHI)

* Tissue Doppler Imaging
» Beam Steering

» Panoramic B/CF

+ Spatial compounding

» Frequency compounding
* Xpeed on 2D / CF/IPW

* Auto IMT

« Auto traces PW

» Directional Power Doppler Mode
* SR!

* Full SRI

«ECG

+ 3D/4D Volume Mode

@ Discussion of difference

3D/4D is an image representation of a volume or 3D object, such as the heart
or fetus. Surface rendering can be used to visualize surfaces. Another image
presentation is volume rendering, in which surfaces can be semitransparent or
2D slice planes through the object. Alternatively, there is simultaneous viewing
of different 20-slice planes (side by side),

E-CUBE 15 Includes essential operating mode for diagnosis and is

Substantially Equivalent.

Labeling
::‘:f;’;tiona, Section 6B Catalog E-CUBE 15 Section 3C Catalog E-CUBE9
materials :
Accessories or | Color printer Cclor printer
kits 8M printer BM printer
OVR DVR
DVD -RW DVD-RW
Footswitch Footswitch
Probe Holder Probe Holder
Ultrasonic ge$ Ultrasonic gel

Cidex OPA (disinfectant agents)
Cidex Plus (disinfectant agents)

§C1-6 Biopsy guide kit

L3-12 Biopsy guide kit

E3-10 Reusable Biopsy needle guide
E3-10 Disposable Biopsy needle guide

ECG Module
Patient ECG Lead Wires

Cidex OPA (disinfectant agents)
Cidex Plus (disinfectant agents)

SC1-6 Biopsy Quide kit

L3-12 Biopsy guide kit

E3-10 Reusable Biopsy needle guide
E3-10 Disposable Biopsy needle guide

ECG Module
Patient ECG Lead Wires

ALPINION MEDICAL SYSTEMS Co,, Ltd.
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Measurement | 1. General 1. General
and 1) B-Mode 1) B-Mode
Caleulation 2) M-Mode 2) M-Mode
functions J) Doppler Mode 3) Doppler Mode
2. Abdomen 2. Abdomen
1) B-Mode 1) B-Mode
2) M-Mode 2) M-Mode
3) Doppler Mode 3) Doppler Mode -
3. Small Paris 3. Small Parts
1) B-Mode 1) B-Mode
2) M-Mode 2) M-Mode
3) Doppler Mode 3) Doppler Mode
4, Obstetrics 4. Obstetrics
1) B-Mode 1) B-Mode
2) M-Mode: 2) M-Mode:
3) Doppler Mode | 3) Deppler Mode
5. Gynecology 5. Gynecology
1) B-Mode 1) B-Mode
2) M-Made: 2) M-Mode:
3) Ooppler Mode 3) Doppler Mode
6. Cardiology 6. Cardiology
1) B-Mode: 1) B-Mode:
2) M-Mode 2) M-Mode
3) Doppler Mode 3) Doppler Mode
7. Vascular 7. Vascular
1) B-Mode 1) B-Mode
2) M-Mode 2) M-Mode
3) Doppler Mode 3) Doppler Mode
8. Urclogy 8. Urology
1) B-Mode 1) B-Mode
2) M-Mode 2) M-Mode
3) Doppler Mode J) Doppler Mode
9. Pedialrics
1) B-Mode
2) M-Mode
3) Doppler Mode
® Discussion of difference
Measurement and Calcutation functions of E-CUBE 15 are not include Pediatrics.
Itis not related with the safety, effectiveness and essential performance.
Acoustic Track 3 ) Track 3
cutput
<Conciusion> .

The indications for use, material, form factor, performance, and safety characteristics
between E-CUBE 15 and the predicate device are the same except for Pedlatric, Cardiac
{pediatric). The primary difference is cosmetic structure and component used only. Therefore,
we can claim the substantially equivalence of E-CUBE 15 to the predicate device.

R ——————————
ALPINION MEDICAL SYSTEMS Co,, Ltd. . F-S
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Determination of Summary of Non-Clinical Tests:
Substantial Equivalence: :
E-CUBE 15 has been evaluated for biocompatibility, acoustic output
as well as themnal, electrical, electromagnelic, and mechanical
safety, and has been found to conform to applicable medical device
safety standards. E-CUBE 15 and its application comply with .
voluntary standards as detailed in this premarket submission. The
following quality management system measures were applied to the
development of E-CUBE 15:

* NEMAUD2, UD3

*  AlUM Medical Ultrasound Safety

+ [|ECB0601-1

+ |EC60601-1-2

*  |EC60601-2-37 (3™ Edition)

< SO 10993-1
Transducer malerials and other patient contact materials are
biocompatible.

Summary of Clinical Tests:

The subject of this premarket submission, E-CUBE 15, did not
require clinical studies to support substantial equivatence.

Conclusion; Alpinion Medical Systems Co., Ltd. conslders E-CUBE 15 to be as
safe, as effective, and performance is substantially equivalent to the
. predicate device.

ALPINION MEDICAL SYSTEMS Co., Lid. will update and include in this summary any other

Information deemed reasonably necessary by the FDA or the requirements will be published in
guidance documents.

e ———————
ALPINION'MEBPIEAL SYSTEMS Co,, Ltd. - - F-6



Appendix B — Decision Summary for Web Posting
Decision Summary, K_| 2{ 39

This 510(k) was reviewed under OIVD’s Pilot Triage Program. This program represents
an internal workload management tool intended to reduce internal FDA review resources
for 510(k) applications that are of good quality upon receipt by FDA.

The information in the 510(k) is complete and supports a substantial equivalence (SE)

determination. Please refer to the applicant’s 510(k) summary for a summary of the
information that supports this SE determination.

OIVD, 6/12/12, v1.2 : 9
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/ DEPARTMENT OF HEALTH & HUMAN SERVICES
’ﬂ, Food and Drug Administration
"nm,az 10303 New Hampshire Avenue
Silver Spring, MD 20993

Mr. Donghwan Kim

QARA Manager

Alpinion Medical Systems Co., Ltd.

1, 6, and 7FL Verdi Tower

72, Digital-ro (St) 26-gil (Rd), Guro-gu SEP 25 2002
SEOUL 152-848

REPUBLIC OF KOREA

Re: K121888
Trade/Device Name: E-CUBE 15
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulatory Class: II
Product Code: IYO, IYN, and ITX
Dated: June 26, 2012
Received: June 28, 2012

‘Dear Mr. Kim:
This letter corrects our substantially equivalent letter of July 26, 2012.

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,

and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the E-CUBE 15, as described in your premarket notification:

Transducer Model Number
SC1-6H L8-17X
L3-12H SCl-4H
SP1-5X E3-10H

If your device is classified (see above) into either class II (Special Controls) or class 11l (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can



be found in the Code of Federal Regulations, Title 21, Parts 800 to 895. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
" predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/fCDRH/CDRHOffices/ucm1 15809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
hitp://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

1
If you have any questions regarding the content of this letter, please contact Jeffrey Ballyns at
(301) 796-6105.

Sincerely Yours,

Skt DT &,

Janine M. Morris

Director

Division of Radiological Devices

Office of In Vitro Diagnostic Device
Evaluation and Safety

Center for Devices and Radiological Health

Enclosure(s)
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Indications for Use

§10(k) Number (if knawn):

Devica Name: E-CUBE 15

Indications for Use:

The device .ls intended for use by a quailfied physician for the evaluation of soft tissue and blood
flow in the clinical applications; Fetal; Akdominal (renal & GYN/pelvic); Small Organ {breast, testes,

thyroid); Musculo-skeletal(Conventional), Musculo-skeletal (Superficial); Cardiac (adult); Peripheral
Vascular (PV); and Urology (Including prostate). )

Prescription Use, J AND/OR  Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (Part 21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE {F NEEDED)

Concurrence of CORH, Office of In-Vitro Diagnostic Devices (OIVD)

)

%@%

vis:en af riagiticgical Dovices
Office of In Vlro Diagrostic Davics Evaluation ang Safety

810K K')lg\lggg

ALPINION MEDICAL SYSI' EMS Co,. Ltd ‘ T - 1
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Diagnostic Ultrasound Indications for Use
E-CUBE 15 Ultrasound System

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Appflication Moda of Operalicn
—E T PWD | GWO | Color | Pawer | Tissua | Combined® [ Other~ |
Ooppler | Doppler | Harmonie | (Specify) | (Speelly)
imaging

Ophthatmic
[ Fetsl N|N|N N N N N
Abdominal N IN|N N N N N
Hitra-operatve (pecify)

intra-gperatve (Newro)

Lapsroscoplc

Pediairic

Smail Crgan

(breast, tastes, thyrci) N |N|N N N N N

eonatsl Cephalic

Adult Cephaiic

Trons-rectal N [NJ|N N N N N
Trans-veginal N [NIN N N N N |
Trans-urethre!

Trang-esoph. (non-Card.)

Musculo-skelelal

(Conventianai NIN|N N N N N
Muscuio-sxaietal

P iaf N|NJN N. N N N
Intravescular

Cerdiac Adult NIN|N N N N N N
" Cardias Pediatic

tntravaseular (Cardiae)
Trans-esoph. (Cardioc)

Intra-carciac R

Peripheral vesse! N|N N N N N
Urology (Including mja_ato] NN | N N- N N
N = naw Indication; P = previovsly clesred by FDA; € = agded under eppendix

* Combinad: B/Cotor Doppler, B/PWD, B/Colar DopplerPWD; **Other; 9D, 4D

SE DO NO BELOW THIS LINE-C NUE THER PAGE JE NEEDED

Concurrence of CORH, Office of In-Vitro Diagnostic Devices (CIVD)

Prescription User (Por 21 CFR €01.106)

M
. Z A%ON Meoggﬁsrzs Co., Ltd. i E-2
{Oivison

Dvision of Aaotogioal Devices
Otfice of in Vive Diagnostc Daviae Evtiustion end Sefsty

510K %\9‘8&8
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Diagnostic Ultrasound Indications for Use

" E-CUBE 15 with SC1-6H Transducer

Intended Use; Diagnostic ultrasound imaging or fuid flow analysis of the human bady a5 follows:

[ Ginical Appicaion

Mode of Operation

B M| PWD | CWD

Color
Doppler

Power
Oopplor

Tissue
Marmonic

imaging

Combined®
(Specify)

Other™ |
(Specify)

Ophthaimie

[ Fetzd

Abdominal

Intra-operaiive (Specity)

Inira-operatva (Neuro)

Laparescoplc

[ Padlatric

Sme!ll Crgan
(breast, testes, thyroid)

Neanstal Cephalle

Adult Gephalle

Trans-rects!

ns-vagine!

Trens-rathral

Trans-esoph. (non-Card.)

uscuto-ghelets!
{Conventional)

sculo-skelatal
{Supericlal)

fntrevastular

Cardiac Adult

Cardioo Pediatric

[Tniravascular (Cardiac)

Trans-esoph. (Cardias)

intrg-candlat

[ Perigheral vessel

Uralogy (inchuding prostats)

N

NN

N

N = new indication; P-mwwmwwm“-'e?mwuvﬂeramm

* Combinad: B/Calor Doppler, &/FWD, B/Calor DepplerfPWD); “*Other: 3D, 4D

E BELOW THIS LIN!

TINUE ON ANOTHER PAG!
Cancurrence of CORH, Offlee of (n-Vitro Diagnostic Devices (OIVD)

DED

DNisod Sy
Diviston of Radotogscal

on and Salety
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Diagnostic Ultrasound Indications for Use

E-CUBE 15 with L3-12H Transducer

Intended Use: Diagnostic ultrascund imaging or fluid flow analys!s of the human body as follows:

Clinical Applicetion L_M:dauf Operation
8 'ﬂ'ﬁWo"‘ CWD | Color Power Tissue ( Combined® | Other™
Doppler | Doppler | Hormonic | {Specify) | (Spocify)

Imagtng

Ophthalmic

Felal

Abdominal
Tra-operative (Specily)
Intra-operative (Neura)
Laparoscoplc

| Pedlatic

Smsll Orgen

(breas), tastes. thyroid)
Neonatal Cephalic
Aduit Caphalic
Trans-rectal
[Trans-voginal
Transurethral
Trens-gsoph. (non-Card.)
Musculo-skelelal
(Conventional)
Musculo-skeletal
(Superficial)
intravascular

Cardiac Adult
Cardiac Pediatic
Intravascular (Cardiae)
Trans-ascph. (Cardiac)
Intra~-candise

N

Poripharal vessel PIP|P P P
Urology nehiiing prostate)

= naw ndication; P = praviously cleared by FDA; E & added under appendix
* Combined: B/Calor Coppler, 8/AWD, B/Calor Dopper/PWO; **Qther. 30, 4D

PL DO NOT WRI IS LINE. NU NO PAGE IF NEEDED
Concucrence of CORH, Office of In-Vitro Diagnostic Devices (OIVD)

Presuinﬁon User (Per 21 CFR 801.109)

TEMS Co.. Ltd -

@ Ragcioyical Device:
. W’““""W‘?Mmmomwewm:nw -

« 12188
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Diagnostic Uitrasound Indications for Use

E-CUBE 15 with SP1-5X Transducer

Intended Use: Diagnostic ultrasound imaging or fluld flow analysis of the human body as follows:

Fﬁmﬂmm modeBIOwaﬁn

B |M]| PWD | CWD | Coler | Power | Tissus | Combined® | Other™ |
Ocppler | Doppler | Harmenle | (Specily) | (Speeity)
tmaging

Ophthaimic
| Feal
Abdominal N N N N N N
Inira-opertive (Spechy)
Intro-operative (Neuro)
Laparascopic
Pedintric
Small Organ
(breas, tostos, bryroid)
Neongla] Cephalic
Adult Caphafic
Trang-reclg)
Tronswvaginal
[ Trans-urethral
‘Trans-gsoph. {non-Card.)
Musculo-sketelal
{Conventional)
Muscujo-sieletal
(Superticiel)

Intravaacutar
[~Cardiac Adul

Ceardige Pedlstric
intravasoufar (Cardias)

Tms-esoﬁ'. (Candiac)
Intra-cardiac
Peripharal vessal
Urdlogy (ncluding prostais) |
N'= new indication. P = previously dioared by FDA. € = 8488 under appendix
. “Combined: B/Caler Dupplar, B/PWD, 8/Color Doppler/PWD; **Qiher; 30, 4D

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IFE NEEDED)

Concurrence of CORH, Office of In-Vitro Diagnostic Devices (OIVD)

b |
=z
=
2
b 4
|
4
&

Prascription User (Per 21 CFR 801.108)

%

wws ot =2
{Divislen
OMision of Ragiog S )

) ¢ otogical Davices
Office of In Vit Diagnose Davige Evaluation and Sataty

610K,

a4
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Diagnostic Uitrasound Indications for Use

E-CUBE 15 with | 8-17X Transducer

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinicel Applicalion Mode of Operation
8[(M] PWDO [CWD | Color Powar Tisste | Combined” | Othec

Dogppler | Doppler | Hamionic | (Specify} | (Specify)
imaging

Ophthelmic

Fetal

Abdeminal
Intra-operabve (Specily)
Intra-operalve (Neuro)
Laparoscopic

Pedigtic

Small Organ

(breast, tesies, thyrold) NNIN N N N
Neonatal Cephalic

Adult Cephalic
Trans-taectl
Transvaginal
Trans-urethral
Trang-esoph. {non-Card.)
Mutcuio-ckelets!
(Conventionaf)
Musculo-skelatal
(Supsrician
Intravascuiar
[CwdacAduR
Cardiac Pediatric
inavascular (Cardiac)

[ Tranc-escph, (Carviec)
Intra-cardlac

Periphsrs! veasal N [NTN N N N
Urclogy (including prosiate)
N'=niaw indication; P = previously clesred by FOA: E = added undes appendix
* Combined: B/Color Doppler, B/PWD, B/Color Doppler/PWD; **Other: 3D, 4D

E DO NOT E BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED
Concurrence of CDRH, Office of In-Vitro Diagnostic Devices (OIVD)

Prascription User {Por 21 CFR 601.109)

SNSTEMS Co, Ltd.
. 7
R ~

. slon e
Dnvision, of dsuitogrea

4 NavRo Oagnosiie Davies Evalyauon eng Qefaty
Jlul\élam_p
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Diagnostic Ultrasound Indications for Use
E-CUBE 15 with SC1-4H Transducer

Intended Use: Dlagnostic ultrasound imaging or fluld flow analysls of the human body as follows:
Clinical Application Mode of Opemtich

B | ™ W‘C‘W-D_ Color | Power | Tisaue | Gombined® | Other™ |
Doppler | Doppler | Harmonic | (Spacify} | (Epacify)
imaging

Ophthelmic
Fetat N [N[N N N N N
Abdomingl NIN[N N N N N
Intra-operzive (Specty)
intrg-opemstive (Neuro)
Laparoscapic
Pedislic

Smal Organ

{breas!, testas, hytaid)
‘Neonstal Cephalic

Adult Caphatic
" Trans-recl
Trans-veging
- {Trans-wethral
Trans-esoph. (non-Card.)
Musculo-skelietal
(Conventional)
Musculo-skelelal
{Superficial)
Intrevageulor
Cardiac Adult
| Carciac Pegistric
Tniravascular (Candiac)
Trans-agoph, (Cardac)
Intra-cerdisc
Peripheral vassel "
Undlegy (inckudingprostate} [N | N[ N N N N N
N = new indicstion; P s provicualy cleared by FDA.TE = added under appendix
* Combined: BIColar Doppiar, B/PWD, B/Calor DopplerPWD; **Other: 30, 4D

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE (F NEEDED)
Concurrence of CDRM, Cffice of In-Vitro Diagnostic Devices (OIVD)

Prascripton User {Per 21 CFR 801.100)

3 MEDICAL SYSTEMS Co, Ltd. ' £.7
{Division -

Osion of Oew
{~.]
Yire of In Viwo Diagnosne Deviee Evaiuation anc Satety

Y
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Diagnostic Ultrasound Indications for Use
E-CUBE 15 with E3-10H Transducer

intended Use: Diagnostic ultrasound tmaging or fluid flow analysis of the human body as follows:
" Cinical Application Mode of Oparation
B W[ PWD | CWD | Color | Power | Tissuo Combined® | Other™ |
Coppler | Doppler | Harmonlc | (Spacify) ({Specily)
imeging

Ophthaimic

etal
Andominal
Ina-operaive (Specily)
Inbra-operative (Neuro)
Laparosocpic
[ Pediatic
Smal Organ
(brenst, tastes, thyroid)
Neonata! Cephafic
Adult Cephatc
Trans4ectal N[N[WN N N
Trans-veginal NININ N N N N
Trans-upethral
Trans-esoph. (non-Card.}
Muselilo-skelelal
{Canvantionsh
Musculo-skeletal
(Superficial)
Intravascular
Candlac Adult
" Cordas Padiatric
Intravascular (Cardiac)
Trons-escph, (Cordiac)
Intra~cgrdiac
| Peripheral vessel
Urglopy (including prosizte)
N = new Indicalion; P = previoutly cleared by FDA; E @ added undor appendix
* Cambined: B/Color Coppler, B/FWD, B8/Colar Dopplers/PWD; “*Other: 3D, 4D
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LEASE NOT WRITE BELOW THIS LINE-CONTINUE O OTHER PAGE IF NEEDED!
Cencurrence of CDRH, Office of In-Vitro Diagnostic Devices (OIVD)
Prascriplion User (Par21 CFR 601.109)
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