510(k) Premarket Notification

X 133506
DEC 27 2013

SONQACE R7 Diagnostic Ultrasound System

510(K) SUMMARY OF SAFETY AND EFFECTIVENESS

This summary of safety and effectiveness is provided as part of this Premarket Notification in

compliance with 21 CFR, Part 807, Subpart E, Section 807.92.

1. Submitter’s Information: 21 CFR 807.92(a)(1)

SAMSUNGMEDISON CO., LTD.
42, Teheran-ro 108-gil, Gangnam-gu,
Seoul, Korea

Contact Person:
- Kyeong-Mi, Park
Regulatory Affairs Manager

82.2.2194.1373
82.2.556.3974

Telephone:
Facsimile:

Data Prepared:September 9, 2013

2. Name of the device:

Common/Usual Name:

Diagnostic Ultrasound System and Accessories
Proprietary Name:

SONOACE R7 Diagnostic Ultrasound System
Classification Names: FR Number
Ultrasonic Pulsed Doppler Imaging System 892.1550

Ultrasound Pulsed Echo Imaging System  892.1560
Diagnostic Ultrasound Transducer 892.1570

Product Code
YN

IYO
ITX

3. Identification of the predicate or legally marketed device:

510(k) Summary

- SONOACE R7 Diagnostic Ultrasound System(K112646)
UGEOQ HM70A Diagnostic Ultrasound System (K 130803)
ACCUVIX A30 Diagnostic Ultrasound System(K112339)
EKO 7 Diagnostic Ultrasound System (K1014355)

UGEO H60 Diagnostic Ultrasound System (K 122583)
UGEO PT60A Diagnostic Ultrasound System (K 132228)
MySono U6 Diagnostic Ultrasound System (K113381)

The proprietary names of predicate devices (K 130803 / K122583) have been changed to UGEO HM70A /

UGEQ H60 Diagnostic Ultrasound System from UGEO H70c / UGEQ G60 Diagnostic Ultrasound System on

FDA Databases.
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510(k) Premarket Notification SONQACE R7 Diagnostic Ultrasound System

4. Device Description:

The SONOACE R7 is a general purpose, mobile, software controlled, diagnostic ultrasound system. lts
function is to acquire ultrasound data and to display the data as B mode, M mode, Color Doppler
imaging, Power Doppler imaging(including Directional Power Doppler mode), PW/CW Spectral
Doppler mode, Harmonic imaging, Tissue Doppler imaging, 3D imaging mode (real time 4D imaging
mode) or as a combination of these modes. The SONOACE R7 also gives the operator the ability to
measure anatomical structures and offers analysis packages that provide information that is used to
make a diagnosis by competent health care professionals. The SONOACE R7 has real time acoustic
output display with two basic indices, a mechanical index and a thermal index, which are both

automatically displayed..

5. Intended Uses:

The SONOACE R7 Diagnostic Ultrasound System and transducers are intended for diagnostic
uitrasound imaging and fluid analysis of the human body.

The clinical applications include:Fetal, Abdominal, Pediatric, Small Organs, Neonatal Cephalic, Adult
Cephalic, Trans-rectal, Trans-vaginal, Muscular-Skeletai (Conventional, Superficial),Cardiac Adult,
Cardiac Pediatricand Peripheral vessel.

6. Technological Characteristics:

The SONOACE R7is substantially equivalent with respect to safety. effectiveness, and functionality to
the SONOACE R7 Diagnostic Ultrasound System (K112646) and ACCUVIX A30 Diagnostic
Ultrasound System (K112339).

It is substantially equivalent with respect to safety, effectiveness, and functionality to the Bodymarker of
SONOACE R7(K112646) in regards to the device with e-Motion Marker.

All systems transmit ultrasonic energy into patients, then perform post processing of received echoes to
generate on-screen display of anatomic structures and fluid flow within the body. All system aliow for
specialized measurements of structures and flow, and calculations.

These are described in detail in the technological characteristics comparison table as below,

510(k) Summary Page 2 of 6



9 jo ¢ aded

Amwwng (1)01¢€

-

-

aprp[dury 12mog -

s

13yddoc 1000 -

-

1apddogg

(M) 9ATM SNOOUIUO -

s

1ajddog]
(Md) 2aem pas|ngd -

apoul-|y -

- || =

apow-g -

uonersd(y Jo sapojy

ZHW 00~ 01

B d

-." Souonbaij peayuedg

sagesd Juels -

Aely paseyd -

Auagaopud -

Aelly maul| pasmn)) -

el e e d il el
||

===

i e d

===

=i

e e e

ARLLY eaun] -

sadA) peayums’

e
>
-

-

s

~>

|3ssaa @aaydusag -

-

SUeIpad SIPR) -

=

.4 i

el

=i

R dire

HRpy JRIpE] -

rd
~
rd

-

~

>

-~

-

(peratpadng)
[B12{aYS-0JNISNN -

(jpuonuasue))
[213]aNs-0[nIsNYy -

[eurdea-suel y -

i d

[E1931-5UBL |, -

> |=|=|=

aeyda) unpy -

arreyda)) feretioaN -

wed1Q ews -

3mIP3d -

3

EUIWOPqY -

e R e B B A el il

> |||+

P

it brad e i e el Bl e

i e i s

-l | iz

| i e

=== ===~

ferd -

5[] loJ uonusipu]

Frasablh

AT (AR

~TE0R0E1 0
YOLWH Od90

TESPIoT -
L ONE

{GELTI )

hoRIT0

LU FIVONOS

V09.Ld 00N

9 OUOSALN 09H OHDN

saatAap amedipard 2y

0EV XIANDDY

. LY HIVONOS -

+

A01A3p
1o3fqns i),

SousuRy?) / os.um_.m

w)sks punosenin aMsoudeiq Ly ADVONQS

<a|qe ] uostiedwioy) sousualReyD) [eaFo)oyaa] >

UONBNNON] 1Y 1R (01§




9 jo ¢ aded

Amunung (Y)01¢

IXae -

(1apuay
1wl NRN)EAIN
Juuapusy Gag -

(uI ayeur) ag)
uongluasad Swdew qg -

(uorsinboy
el AWNoA )
HwiBew) Q¢ -

UEISOISE|] -

alureloutd -

oyag ssang -

umng -

(LN oy k-1 IN] oy -

- ===

e e e i

(snid
HW dnweticl) YAWS -

i

4

Juideuw|
punodwo)) eneds -

(uedg 0) WIS HANE -

Aupuotpur|

1~£6601 OS] 9t pASIL

SELAEA 1981U0D) U

£ q30L )

. prepuglg Agjdsiq indinQ Misnody

-

-

-1-10%09 D4l -

LE-T-10909 D41 -

UT099NZ 2D VSD -
1-10509 1N -
1-10909041 -

soumtpdwar) NE ¥ A1ages

SIpOW pauIquIo]) -

p

.7

N

I

7

apow Jwidewt Qt/qe -

7

r

B

p

IS

_2

M

s

Surewr|
SIuowLReH Jnsst | -

widdeg

N EATF))]

{ERAIF AR
971 OUOSAN

(T R)]
098 0FDN

- (EOBGET
VOLWH 0890

CSFIo1o0

GEeTI TN

OrozIIN
L4 ADVONOS

. (M AIVONOS,

V09.Ld 03D

s30140p eipad oyl

LQAd .

b

O£V XIARDDY

ESTEE )
132(q0s 2iL]

.. SONSURRRmY) 7 onyeay

-

walsAg punoseud| atsoudeid L4 IIVONOS

UOIEIYHON YWl ({)015




9 Jo ¢ adeg Anewnung (Y)o1§
aympdpod (1
at af at uf u at ot K 1 TE UOHON-2 -
3 p p p » p IO Q-
CEYNELLTTS)
(M3tp 2241S MINIA S
[(CrEi R HEEZATRON (egszzin) (£0%0E 1), (ssreori. - 6EELI T Y A IVONDS —
VIOLI OO0 ' 911 OH0SAW 09H 030N VOLAH 0390 LoYd 0EVXIANDDY | LY HOVONOS i SOSLIIIRINYT) / IS
- . . i = . 8 - B Cs B un.v_SUﬁ, A9 s,
.vuo_.,u_._ areaipad 3y, alis ou

wasdg punosenip susouderd L3 AIVONOS

uonBaION 1YWL (01§




510(k) Premarket Notification SONOACE R7 Diagnostic Ultrasound System

7. A brief discussion of the bench and non-clinical tests conducted on the subject device

The device has been evaluated for acoustic output, biocompatibility effectiveness as well as thermal,
electrical, eleciromagnetic and mechanical safety and has been found to conform to applicable medical
device safety standards.

The SONOACE R7 and its application comply with voluntary standards as below:

- UL 60601-1, Safety requirements for Medical Equipment

- CSA C22.2 No. 601.1, Safety requirements for Medical Equipment

- IEC60601-2-37, Diagnostic Ultrasound Safety Standards

- EN/IEC60601-1,Safety requirements for Medical Equipment

- EN/IEC60601-1-2,EMC requirements for Medical Equipment

- NEMA UD-2. Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment
- NEMA UD-3, Standard for Real Time Display of Thermal and Mechanical Acoustic Output Indices

on Diagnostic Ultrasound Equipment
- 1S010993-1, Biocompatibility
- 1SO14971, Application of risk management to medical devices

Summary of Clinical Tests:

Not applicable. The subject of this submission, SONOACE R7, did not require clinical studies to support
substantial equivalence.

8. Conclusion

Intended uses and other key features are consistent with traditional clinical pracuces and FDA guidelines.
The design, developmem and quality process of the manufacturer confirms with 21 CFR 820 and ISO
13485. The device is designed to conform to applicable medical device safety standards and compliance.
Therefore, SAMSUNG MEDISON CO., LTD. considers the SONOACE R7to be as safe, as effective, and
performanceis substantially equivalent to thepredicate devices.

END of 510(K} Summary
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¥ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
r
3
'y Food and Drug Administration
Vo% 10903 New Hempshire Avenue
ol Document Control Center - WO56-C60%
Silver Spring, MD 20993-0002

SAMSUNG MEDISON CO., LTD

C/O MARK JOB

RESPONSIBLE THIRD PARTY OFFICIAL
REGULATORY TECHNOLOGY SERVICES LLC
1394 25TH STREET NW

BUFFALO MN 55313

© Re: K133505

Trade/Device Name: SONOACE R7 Diagnostic Ultrasound System

Regulation Number: 21 CFR 892.1550

Regulation Name: Ultrasonic pulsed doppler imaging system

Regulatory Class: 11 .
Product Code: 1YN, 1YO, ITX
Dated: November 13, 2013
Received: November 14, 2013

Dear Mr. Job:

December 27, 2013

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and 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) that do not require approval of a premarket approval application (PMA).
‘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, iabeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the following transducers intended for
use with the SONOACE R7 Diagnostic Ultrasound System, as described in your premarket

notification:
Tran r Model er

C2-5 c2-8
ER4-9/10ED EV4-9/10ED
L.5-12/50EP - LN5-12
P2-4AH P3-7AC
3ID4-8ET 3D4-9ES
CF4-9 ER4-9

L5-12/50 P2-4

C4-9/10ED
L3-8
HL5-12ED
3DC2-6

 C4-9

EVN4-9
PN2-4 SP3-8



Page 2—Mr. Job

3D4-8 3D4-9 VN4-8
Ccwa2.o

If your device is classified (see above) into either class II (Special Controls) or class Il (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. 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); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); 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.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638 2041 or (301) 796-7100 or at its Internet address

http://www fda gov/MedicalDevices/ResourcesforYou/Industry/default.htm. 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 :

http://www.fda gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

http:llwww,jda.goleedicaIngices/ResourcesforYoullndumldefault.htm.

Sincerely yours,

1
Janine
Director
Division of Radiological Health
Office of In Vitro Diagnostics-

and Radiological Health
Center for Devices and Radiological Health
Enclosure



DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 09100120

Food and Drug Administration Expiration Date: Decernber 31, 2013
Indications for Use See PRA Statement on last page.
510{k) Number {if known)
K133505
Deavice Nams

SONOQACE R7 Diagnostic Ultresound System

Indications for Use (Describe}

The SONOACE R7 Disgnastic Ultrasound System and transducers are intended for disgnostic ultrasound imsging and fluid anslysis
of the human body.

The clinical applications include: Fetal, Abdominal, Pediatric, Small Organ, Neonatal Cephalic, Aduit Cephalic, Trans-rectzl, Trens-
vaginal, Muscular-Skeletal (Conventional, Superficial), Cardiac Adult, Cardinc Pediatric and Periphera! vessel.

Type of Use (Select ons or both, as applicable)
Prescription Use (Part 21 GFR 801 Subpart D) (3 Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON A SEPARATE PAGE IF NEEDED,

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health {CORH) (Signafure)

ekl D O,

FORM FDA 3881 (9M13) Page 1-of 28 AT Puttishoog Beroocs (K0} 434760 EF




. -, 510(k) Premarket Notification SONOQACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: SONOACE R7 Diagnostic Ultrasound System
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation { *includes simulinnecus B-mode)
General Specific B M | PWD | CWD Color Combined* Other
{Track I only) {Tracks | & II1) Doppler*” {Spec.) {Spec.)
Ophthaimic Ophthalmi
Fetal {See Note 3) Pl P P P Noiz | Notes 2, 7, 8,9, 11
AbdominalfSee Note 18) P P P P P Notwe | Notes 2.4.7,8,.9,11
Intra-operative (See Nore 6)
Intra-operative (Neuro.)
Fetal Imaging Laparoscopic
& Other Pediatric P P P P Note 1 Note 2,5.6,7,8,¢ 11,12
Small Organ ¢See Note 5} [ p P P Note 1 Notz 2,5,6,7,8,9, 11,12
Neonatal Cephalic P p P P Note 1 Notes 2.8, 9
Adult Cephalic p [ P P P Note 1 - Note 4,7
Trans-rectal P [ P P Note | Note 2, 7,8, 11
?Ens—vaginal p P P P Note 1 Notc 2,7, 8,11
Trans-urethral
Trans-esoph. {non-Cardiac)
Musculo-skel, {Convent.) P P P p Note 1 Note2,5,6.7,9, 12
Musculo-skel. (Superfic.) F P P P Note 1 Notc2,5,6.7,9,12
Intra-luminal
Other (spec.)
Cardiac Adult P P P P P Note 1 Note 4.7
Cardiac Cardinc Pediatric P P P P P Note 1 Note 4,7
Trans-esophageal {Cardiac)
Other {spec.)
Peripheral Peripheral vessel P P p P P Note 1 Note 2,5,6,7,8,9,12
Vessel Other (spec.)

N= new indication; P= previously cleared by FDA K112646; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler

Note 1; B+M, B+PW, B+C, B+PD, B+DPD, B+TD, B+CW, B+C+DBW, B+PD+PW, B+DPD+PW, B+TD+PW, B+C4 M, B+C+CW, B+PD+CW,

Dual(B, B+C, B+PD, B+TD, B+PD) .

Note 2: Includes imaging for guidance of biopsy

Note 3: Includes infertility monitoring of fotlicte development

Note 4: Color M-mode

Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in aduft, pediatric and neonatal patients

Note 67 Abdominal organs and peripheral vessel

Note 7: Tissue Harmonic Imaging ( THI)

Note 8: 3D imaging

Note 9: Panoramic imaging

Note 10: Includes Renal, Gynecology/Pelvis

Noteli: ElastoScan

Note 12; Spatial Compound Imaging

Concurrence of CDRH, Office of /i Vitro Diagnostics and Radiological Health {OIR)
Prescription Use (Per 21 CFR 801.109)

Indications for Use Section 1.3, page 2



510(k) Premarket Notification ‘ SONOACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510{k) No.:
Device Name: C2-5 for use with SONOACE R7
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clintical Application Mode of Operation {*includes simultaneous B-modz}
General Specific B| M |PWD| CWD Color Combined* Other
(Track 1 only) {Tracks I & I1I} Doppler® [Spec.) (Spec.)
Ophthalmic Cphthalmic
Fetal (See Note 3) Pl P P P Note § Notes 2.7.8.9
AbdominalfSee Nute 10} Pl P P P Note | Notes 2,7,8,9

Intra-operative (See Note 6}

Intra-operative {Neuro )

Fetal Imaging Laparoscopic
& Other Pediatric P| P P P Note | Notes 2, 7. 8.9

Small Organ (See Note 3)

Neonata] Cephalic

Aduli Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral
Trans-esoph. {non-Cardiac)
Musatlo-skel, {Convent)

Musculo-skel. (Superfic.)
Intra-luminal
Other {spec.)
. Cardiac Aduh

Cardiac Cardiac Pediaric
Trans-esophageal (Cardiac)
Other (spec.)
Peripheral Peripheral vessel

Vessel Other {spec.)

N=new indication; P= previously cleared byFDA K112646: E= added under Appendix E
Additional Comments:
Color Doppler includes Power {Amplitude) Doppler
Note i: B+M, B+PW, B+, B+PD, B+DPD, B+TD, B+CW, B+C+PW, B+PD+PW, B+DPD+PW, B+TD+PW, R+C+M, R+ C+CW, B+PD+CW,
Dua¥(B, B+C, B+PD, B+TD, B+PD)
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Colot M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neanatal patienis
Note 67 Abdominat organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THI)
Note 8: 3D imaging
Note 9; Panoramic imaging
Note 10: Inchudes Renal, Gynecology/Pelvis
Note 11: ElastoScan
Note 12: Spatial Compound Imaging

Concurrence of CDRH, Office of fn Vitro Diagnostics and Radiological Health (OIR)
Prescription Use (Per 21 CFR 801.109)

Indications for Use Section 1.3, poge 3



510(k) Premarket Notification , SONOACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTIiASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: C2-3 for use with SONOACE R7
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Made of Operation (*includes simuftaneous B-mode)
General Specific B MI[PWD| CWD Color Combined* Other
{Track | only) (Tracks ] & I1I) [oppler* [Spec.) {Spec.)
Ophthalmic Ophthalmic
Fetal (Sce Note 3) P P P P Note 1 Notes 2,7, 8,9

Abdominalfsee Note I't) P P P P Note 1 Notes 2,7, 8.9
Intra-operative (See Nowe 6) ’

Intra-operative {Neuro.)

Fetal Imaging Laparescopic
& Other Pediatric P P P P Note 1 Notes 2, 7,.8.9

Smuall Organ (See Note 3}

Neonatal Cephalic

Aduh Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Cardiac)

Musculo-skel. {Convent.)

Musculo-skel. (Superfic.)

Intra-luminal
Other (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-csophageal (Cardinc)
Other (spec.)

Peripheral Peripheral vessel
Vessel Other (spec.)

N= new indication; P= previously cleared byFDA K112646; E= added under Appendix E
Additional Comments:
Color Doppler includes Power (Amplitude) Doppler
Note 1: B+M, B+PW, B-C, B+PD, B+DPD, B+TD, B+CW, RB+C+PW, B+PD+PW, B+DPD+PW, B+TDHPW, B+C+M, B+C+CW, B+PIMCW,
Dual(B, B+C, B+PD, B+TD, B+PD)
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5; For example: thyroid, parathyroid, breast, scrotum and penis in aduit, pediatric and neonatal patients
Note 6; Abdominn! organs and peripheral vesscl
Note 7: Tissue Harmonic Imaging (THI)
Note 8: 3D imaging
Note 9: Panoramic imaging
Note 10: includes Renal, Gynecology/Pelvis
Note 11: ElastoScan
Note 12: Spatial Compound [maging

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health {OIR)
Prescription Use (Per 21 CFR 801.109)

Indications for Usc Section 1.3, page 4



" :510(k) Premarket Notification A SONOACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510¢k) No.: )
Device Name: C4-9/10ED for use with SONOACE R7
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation (*includes simultaneous B-mode)
Gerneral Specific Bl M|PWD]| CWD Colaor Combined* Other
{Track I only) (Tracks [ & 111} Doppler® {Spec.} {Spec.)

Ophthalmic Ophthalmic

Fetal (Sce Note 3) . P p P P Note 1 Notes 2.8, 9
AbdominalSee Nvte {0 P P P P Note 1 Notes 2.8.9
Intra-operative (See Nole 6)

Intra-operative {Neuro.)

Feml Imaging Laparoscopic
& Other Pediatric Pl P P P Note t Notes 2.8, 9
Small Organ (See Nole 5) Note 1 Notes 2,3, 9
Neonatal Cephalic : P P P P Note 1 Notes 2.8, @
Adult Cephalic
Trans-rectzl

=
)

Trans-vaginal

Trons-urcthral

Trans-esoph. {non-Cardiac)

Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)

Intra-lumuinal

Other {spec.)

Cardine Aduh

Cardiac Cardiac Pediatric
Trans-csaphageal {Cardiac)

Other (spec.)

Peripheral Peripherat vessel Pl P P P Note 1 Nowes 2.8, %
Vessel Other (spec.)

N= new indication: P= previously cleared byFDA K 112646: E= added under Appendix E

. Additional Comments:
Color Doppler includes Power (Amplitude) Doppler
Note 12 B+M, B+PW, B+C, B+PD, B+DPD, B+«TD, B+CW, B+C+PW, B+PD+PW, B+DPD+PW, B+ TD+PW, B+C+M, B+C+CW, B+PD+CW,
DusiB, B+C, B+PD, B+TD, B+PD}
Mot 2 Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Mote 5: For example: thyroid, parathyroid, breast, serotum and penis in adull, pediatric and neonatal paticnts
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THI)
Note 8: 3D imaging
Note 9: Panotamic imaging
Mote 10: Includes Renal, Gymecology/Pelvis
Note 11: ElastoScan
Note 12: Spatial Compound Imaging

Concurrence of CDRH, Office of /n Vitro Diagnostics and Radiological Health (OIR)
Prescription Use (Per 21 CFR 801.108)

Indications for Use Section 1.3, page 5



5 [ff]'(k) Premarket Notification

510(k) No.:

SONOACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

Device Name: ER4-9/10ED for use with SONOACE R7

Intended Use: Diagnostic ultrasound imagin

or fluid flow analysis of the human body as follows:

Clinical Application

Mode of O

ration ( *inciudes simultaneous B-mode)

General
(Track [ only)

Specific
(Tracks | & I1I)

B|M|PVD| CWD

Color
Doppler*

Combined*
{Spec.)

Other
{Spec.)

Ophthalmic

Ophthalmic

Fetal Imaging
& Other

Fetal (Sce Note 3}

Note |

Notes 2, 8

Abdominal/See Note 10)

Note |

Notes 2, 8

Intra-operative (See Note 6)

Intra-operative (Neuro.)

Laparoscopic

Pediatric

Small Organ (See Note 5)

Neonatal Cephalic

Adult Cephalic

[ Trans-rectal

Note 1,

Notes 2, 8

Trans-vaginal

Note 1

Notes 2, 8

Trans-urethral

Trans-esoph. { non-Cardiac)

Museulo-skel. (Convent.)

Musculo-skel. {Superfic.)

Intra-tuminal

Other (spec.)

Cardiac

Cardiac Adult

Cardiac Pediatric

Trans-esophageal {Cardiac)

Other (spec.)

Peripheral
Vessel

Peripheral vessel

Other {spec.)

N= new indication; P= previously cleared by FDA K112646; E= added under Appendix E
Additional Comments:
Color Doppler includes Power (Amplitude) Doppler
Note 1: B+M, B+PW, B+C, B+PD, B+DPD, B+TD, B+CW, B+C+PW, B+PD+PW, B+DPD-PW, B+TD+PW, B+C+M, B+C+CW, B+PDHCW,
Duay(B, B+C, B+PD, B+TD, B+PD}

Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development

Note 4: Color M-mode

Note 5: For example: thytoid, parathyroid, breast, scrotum and peuts in adull, pediatric and neonatal patients
Note 6; Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THI)

Note 8: 3D imaging

Note 9: Panoramic imaging
Note 10: Includes Renal, Gynecology/Pelvis .

Note |1: ElastoScan

Note 12; Spatial Compound Imaging

Indications for Use

Concurrence of CDRH. Office of /n Vitro Diagnostics and Radiological Health (OIR)

Prescription Use {Per 21 CFR 801.109)

Section 1.3, page 6



“-§10{k) Premarket Notification SONOACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:,
Device Name: EV4-9/10ED for use with SONOACE R7
Intended Usc: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Maode of Operation {*includes simultaneous B-mode}
General Specific B|™M|PWD| CWD Color Combined® Other
{ Track | only) (Tracks | & 1[I Doppler* {Spec.) {Spec.)
Ophthalmie Ophthalmic '
Fetal (See Nowe 3) P P p P Note | Notes 2, 8
Abdominal{See Nate 1) P P P P Note | Notes 2, 8

Intra-operative (See Nore 6}

Intra-operative {Neuro.)

Fetal Imaging Laparoscapic
& Other Pediatric
Small Organ (See Note 5)

Neonatal Cephalic

Adult Cephalic

Trans-rectal p|.P P p Note 1 . Notes 2, 8
Trans-vaginal P p 1] P Note t Notes 2, 8
Trans-urethral

Trans-esoph. (non-Cardiac)

Musculo-skel. {Convent.)
Musculo-skel, (Superfic.)

Intra-luminal
Other (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)
OQrther (spec.)

Peripheral Peripheral vessel
Vessel Other (3pec.)

N= new indication: P= previously cleared by FDAK 112646; E= added under Appendix E
Additional Comments:
Color Doppler includes Power (Amplitude) Doppler
Note t: B+M, B+PW, B+C, B+PD, B+DPD, B+TD, B+CW, B+C+PW. B+PD+PW, B+DPD+PW, B+TD+PW, B+C+M, B+C+CW, B+PD+CW,
DuakB, B+C, B+PD, B+TD, B+PD)
Note 2: Includes imaging for gaidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 3: For example: thyreid, parathyroid, breast, scrotum and penis in aduft, pediatric and neonatal patients
Note 6 Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THI)
Note 8: 3D imaging
Note 9: Panoranic imaging
Note 10: Includes Renal, Gynecology/Pelvis
Note 11; ElastoScan
Note 12: Spatial Compound [maging

Concumrence of CDRH, Office of Jn Virro Diagnostics and Radiological Health (OIR)
Prescription Use {Per 21 CFR 801.109)

Indications for Use Section 1.3, page 7



]

-510{k) Premarket Notification SONOACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: L3-8 for use with SONOACE R7 )
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation { *includes simultaneous B-mode)
Gunernf Specific B| M| PWD CWD Color Combined* Other
{Track | only} (Tracks 1 & [I1) D@p_!cr' {Spec.) (Spec.)

Ophthalmic Ophihaimic

Fetal (Sec Note 3)
AbdominalfSez Note 10)
Intra-operative (Sve Note 6}
Intra-operative (Neuro. )
Fetal Imaging Laparoscopic

& Other Pediatric N| N N N Note | Notwe 2,5,6,7,9,12
Small Organ (See Note 3) N| N N N Note ! Note 2,5,6,7,9,12
Neonatal Cephalic .
Adult Cephalic
Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. {non-Cardiac)
Muscule-skel, (Convent.) N| N N N Note 1 Note 2,5,6,7.9,12
Musculo-sket. (Superfic.) N| N N N Note 1 Note 2.5,6.7,9,12
Intra-luminat
Other (spec.)’

Carciac Adult

Cardiac Cardiac Pediatric
Trans-esophageal (Cardiac)
Other (spec.)

Peripheral Peripheral vessel N[N N N Note 1 Noe2,5,6,7,9,12
Vesset Other (spec.)

N= new indication: P= previously cleared by FDA K112646; E= added under Appendix E
Additional Comments:
Caolor Doppler includes Power (Amplitude) Doppler X
Nowe 1: B+M, B+PW, B+C, B+PD, B+DPD, B+~TD, B+CW, B+C+PW, B+PD+PW, B+DPD+PW, B+TD+PW, B+C+M, B+C+CW, B+PDHCW,
Dual(B, B+C, B+PD, B+TD, B+PD)
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Wote 5: For example: thyroid, parathyroid, breast, scratum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THI)
Note B: 3D imaging
Note 9: Panoramic imaging
Note 18 Includes Renal, Gynecology/Pelvis
Noie 11: ElastoScan
Note 12: Spatial Compound Imaging

Concurrence of CDRH, Office of fn Vitro Diagnostics and Radiological Health (OIR)
Prescription Use (Per 21 CFR 801.109)

Indications for Use Section 1.3, page 8



. $10(k) Premarket Notification SONOACE R7 Diagnostic Ultrasound Sysicm

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:

Device Name: L5-12/50EP for use with SONOACE R7

Intended Use: Diagnostic ultrasound imam or fluid flow analysis of the human body as follows:
Mode of Operation (*includes simultaneous B-mode)

Clinical Application

General
{Track | onlv)

Specific
{Tracks | & D)

B|M]|PWD]| CWD Color
Dopplec®

Combined*
{Spec.)

Other
{Spec.)

Ophihalmic

Ophthalmic

Fetal (Sce Note 3)
AbdominalfSee Note 18)
Intra-operative (See Noie 6)

Intra-operative (Neuro.}

Fetal Imaging
& Other

Laparoscopic
Pediatric P| P P P
Smalt Organ rSee Note 5} pl e P )
Neonatal Cephalic
Adult Cephalic
Trans-rectal

Note 1
Notz 1

Note2,5,6,7,9, 12
Notc 2,5,5,7,9, 12

Trans-vagins]
Trans-urethral
Trans-esoph. (non-Cardiac)
Musculo-skel. {Convent.) P P P P

Note 1
Note §

Note 2,5,6,7.9, 12
Note 2, 5.6,7.9. 12

Musculo-skel. (Superfic.) P P p - P

Entra-luminal

Other (spec.)

Cardiac Adult

Cardiac Pediatric
Trans-esophageal (Cardiac)

Cardiac

Other (spec.)}

Peripheral
Vessel

Peripheral vessel p P P P
Other (spec.)

N=new indication: P= previously cleared by FDA K112646; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude} Doppler

Note 1: B+M, B+PW, B+C, B+PD, B+DPD, B+TD, B+CW, B+C+PW, B+PD+PW, B+DPD»PW, B+TD+PW, B+C+M, B+C+CW, B+PD+CW,

Dual(B, B+C, B+PD, B+TD, B+PD)

Note 2: Includes imaging for guidance of biopay

Note 3: Includes infertility monitoring of folticle development

Note 4; Color M-mode

Note 5: For example: thyroid, parathyroid, breast, scrotum snd penis in adult, pediairic and neonatal patients

Note 6: Abdominal organs and peripheral vessel

Note 7: Tissue Harmonic Imaging (THI)

Note 8: 3D imaging

Note 9: Panoramic imaging

Note 10: Includes Renal, Gynecology/Pelvis

Note 11; ElastoScan

Note 12: Spatial Compound [maging

Note 1 Note 3, 5,6,7,9, 12

Concurrence of CDRH, Office of /n Vitre Diagnostics and Radiological Health (OIR)
Prescription Use (Per 21 CFR 801.109)

[ndications for Use Section 1.3, page 9



*~510(k) Premarket Notification

510(k) No.:

SONQACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

Device Name: LN5-12 for use with SONOACE R7
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Of

ration {*includes simultaneous B-mode)

General
{ Track I only)

Specific
(Tracks 1 & 111}

B M|PWD| CWD

Color
Daoppler®

Combined*
{Spec.)

Other
(Spec.)

Ophthalmic

Ophthalmic

Fetal Imaging
& Other

Fetal (See Note 3)

AbdominalfSee Note 10)

Intra-operative (See Note 6)

Intra-operative (Neuro.)

Laparoscapic

Pediatnc

Note |

Notes 2,5.6.9,11, 12

Small Organ (See Note 5)

Note |

Notes 2,56,9, 12

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Cardiac)

Musculo-skel. {Convent.)

Note 1

Notes 2,5,6,9. 12

Musculo-skel. { Superfic.)

Note |

Notes 2.56.9, 12

Intra-luminal

Other (spec.)

Cardiac

Cardiac Adult

Cardiac Pediatric

Trans-csophageal (Cardiac)

Gther (spec)

Peripheral
Vessel

Peripheral vessel

Note 1

Notes 56,9, 12

Otber (spec.)

N=new indication; P= previously cleared by FDA K112646; E= added under Appendix E
Additional Comments:
Color Doppler includes Power (Amplitude) Doppler

Note 1: B+M, B+PW, B+C, B+PD, B+DPD, B+TD, B+CW, B+C+PW, R+PD+PW, B+DPD+PW, B+ TD+PW,

Dual(B, B+C, B+PD, B+TD, B+PD)

Note 2: Includes imaging for guidance of biopsy

Note 3: Includes infertility monétoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penfs in adult, pediatric and neonatal patients

Note 6: Abdominal organs and peripheral vessel

Note 7: Tissue Harmonic Imaging {THI}
Note 8: 3D imaging
Note 9: Panoramic imaging

Note 10: Includes Renal, Gynecology/Pelvis

Note 11: ElastoScan
Note 12; Spatial Compound Imaging

B+C+M, B+C+CW, B+PD-CW,

Concurrence of CDRH, Office of /n Fitro Diagnostics and Radiological Health (OIR)
Prescription Use (Per 21 CFR 801.109)

Indications for Use

Section 1.3, page 10



---310(k) Premarket Notification SONQACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: HL5-12ED for use with SONOACE R7 .
Intended Use: Diagnostic ulrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation (*includes simultaneous B-rode)
General Specific B|M|PWD| CWD Color Combined* Other
{Track | only) [ Tracks [ & ITI) Doppler* (Spec.) {Spec.)

Ophthalmic Ophthalmic

Fetal {Sce Note 3)
AbdominalfSee Note 14)
Intra-operative (See Nole 6)

Intra-operative (Neuro.)}

Fetal Imaging Laparoscopic
& Other Pediatric P Pl P P Note 1 Nowe 2, 5,6,7,9, 12
Small Organ (See Noie 5} P| P P P Notz 1 Note 2,5,6,7,9, 12
Neonatal Cephalic
Adufi Cephalic
Trans-rectat

‘Trans-vaginal

Trans-urcthral

Trans-esoph. (non-Cardiac)
Musculo-skel. (Convent.) P| P P P Note | Note 2,5,6,7,9,12
Musculo-skel. {Superfic.) P P P P Notel Note 2,5,6,7.9. 12
Intra-luminal

Other (spec.}

Cardiac Adult

Cardiac Cardiac Pediatric
Trans-esophageal (Cardiac)
Othet {spec.)

Peripheral * Peripheral vessel P P P P Note | Note 2,5,6,7,9, 12
Vessel Other (spec.)

N=new indication; P= previously cleared by FDA K112646; E= added under Appendix E
Additional Comments:
Color Doppler includes Power ( Amplitude) Doppler ,
Netz 1: B+M, B+PW, B+C, B+PD, B+DPD, B+TD, B+CW. B+C+PW, B+PD+PW,. B+DPD+PW, B-TD+PW, B+C+M, B+C+CW, B+PD+CW,
Dual{B, B+C, B+PD, B+TD, B+PD)
Note 2: Includes imaging for guidance of biopsy
Note 3; Includes infentility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Noie 6: Abdominal organs and peripheral vesse!
Note 7: Tissue Harmonic Imaging (THD
Note 8; 3D imaging
Note 9: Panoramic iraging
Note 10: Includes Renal, Gynecology/Pelvis
Note 11: ElasioScan
Note 12: Spatial Compound Imaging

Concurrence of CDRH, Office of fn Firro Diagnostics and Radiological Health {OIR)
Prescription Use ¢(Per 21 CFR 801.109)

Indications for Use Section 1.3, page 11



__ 310(k) Premarket Notification SONOACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: P2-4AH for use with SONOACE R7
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application hMode of Operation { *includes simultaneous B-mode)
General Specific B|M|PWD| CWD Color Combined* Other
{Track ! only) (Tracks 1 & LII) Do&ler‘ __(Spec.) (Spec.)
Qphthalmic Ophthalmic
Fetal {Sec Note 3)
AbdominalfSee Note 10} P P P P P Note 1 Note 4, 7

Intra-operative (See Note 6)

Intra-operative (Neuro )

Fetal Imaging Laparoscopic

& Other Pediziric
Small Organ (See Note 5)
Neonaral Cephalic
Adull Cephalic P| P P P P Nate 1 Note d, 7
Trans-recial

Trans-vaginal

Trans-urethral

Trans-esoph. {non-Cardiac)

Musculo-skel. {Convent.)

Musculo-skel. {Superfic.)

Intra-luminal

Onhet {(spec.)

Cardiac Adult P P P P P Note | Note 4.7
Cardiac Cardiac Pediatric P P P P P Note 1 Note 4,7

Trans-esophageal (Cardiac)
Other (spec,)

Peripheral Peripheral vessel
Vessel Other (spec.)}

N=new indication; P= previously cleared by FDA K 112646; E= added under Appendix E
Additional Comments:

Colar Doppler includes Power (Amplitude) Doppler

Note 1: B+M, B+PW, B+C, B+PD, B+DPD, B+TD, B+CW, B+C+PW, B+PD+PW, B+DPD+PW, B+TD+PW, B+C+M, B+C+CW, B+PD+CW,

Dual(B, B+C, B+PD, B+TD, B+PD)

Note 2; Includes imaging for guidance of biopsy

Note 3: Includes infertility monitoring of follicle development

Note 4: Color M-mode

Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients

Note 6: Abdominal organs and peripheral vessel

Naote 7: Tissue Harmonic Imaging (THI)

Note 8: 3D imaging

Note 9: Panoramic imaging

Note 10! Includes Renal, Gynecology/Pelvis

Note [1; ElastoScan

Note 12; Spatial Compound [maging

Concurrence of CDRH, Office of In Fitro Diagnostics and Radiological Health (OIR)
Prescription Use (Per 21 CFR 801.109)

Indications for Use Section 1.3, page 12



*510(k) Premarket Notification SONOQACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: P3-7AC for use with SONOACE R7

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

Clinical Application Mode of Operation (*includes simuitanecus B-mode)

General Specific B|M|PWD| CWD Color Combined*
{Track I anly) {Tracks | & I Doppler* {Spec.)
=

Other
(Spec.)

Ophthalmic Ogphthalmic

Fetal (Sce Nore 3)

AbdominalfSee Note 1{}) P P P P P Note 1

Note 4, 7

Intra-operative (See Note 6}

Entra-operative (Neuro.)

Fetal Imaging Laparoscopic

& Other Pediatric

Small Organ (See Note 5)

Neonatal Cephalic

Adult Cephalic PI P P P P Note 1

Nowd, 7

Trans-recial

Trans-vaginal

Trans-urcthral

Trans-esoph. (non-Cardiac)

Musculo-skel. {Convent.)

Musculo-skel. {Superfic.}

Intra-luminal

Other (spec.)

Cardinc Adult P P P P P Note |

Note 4.7

Cardiac Cardiac Pediatric P P P P P Note 1

Mot 4,7

Trans-csophageal (Cardiac)

Other (spec.}

Peripheral Peripheral vesszal

Vessel Other (spec.)

N=new indication; P= previously cleared by FDA K 112646: E= added under Appendix E
Additional Comments:
Caolor Doppler includes Power (Amplitude} Doppler

Note 1: B+M, B+PW, B+C, B+PD, B+DPD, B+TD, B+CW, B+C+PW, B+ PD+PW, B-DPD+PW, B+ TDH+PW, B+C+M, B1C+CW, B1PD+CW,

Dual(B, B+C, B+PD, B+TD, B+PD)

Note 2: [ncludes imaging for guidance of biopsy

Note 3: Includes infentility monitoring of follicle development
Note 4: Color Mrinode

Note 5: For example; thytoid, parathytoid, breast, scrotum and penis in adult, pediatric and neonatal patients
Noie 6: Abdominal organs and periphieral vessel .
Note 7: Tissue Harmonic Imaging {THD)

Note 8: 3D imaging

Note 9: Panoramic imaging

Note 10; Includes Renal, Gynecology/Pelvis

Note 11: ElastoScan

Note 12: Spatial Compound [maging

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)
Prescription Use (Per 21 CFR 801.109)

Indications for Use

Section 1.3, page 13



51 0fk} Premarket Notification SONOACE R7 Diagnostic Ulirasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: 3DC2-6 for use with SONOACE R7
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinicgl Application Mode of Operation { *includes simultaneous B-mode)
Gencral Specific B|M|PWD| CWD Color Combined* Other
t Track I only) {Tracks [ & 1IT) Daoppler® {Spec.) {Spec.)
Ophthalmic Ophthatmic
Fewal (Sce Note 3} Pl P P 3 Note 1 Nowe 2,7, 8,9
AbdominalfSee Noze 1) P| P P P Note 1 Now2,7,8,9

Intre-operative (See Note 6)

Intra-aperative (Neuro.}

Fetal fmaging Laparoscopic
& Other Pediatric Pl P P P Note | Note 2, 7.8.9

Small Organ (See Note 5)

Neonatal Cephalic

Aduli Cephalic

Trans-rectal

Trans-vaginal
Trans-urcthral

Trans-esoph. {(non-Cardiac)
Musculo-skel. {Convent.)

Musculo-skel, (Supetfic.)

Intra-lumninal
Other {spec.)

Cardiac Adult

Cardiac Cardiac Pediatric
Trans-esophageal (Cardiac)
Other (spec.)

Peripheral Peripheral vessel
Vesse] Other (spec.)

N= new indication; P= previously cleared by FDA K 112646; E= added under Appendix E
Additional Comments:

Calor Doppler includes Power {(Amplitude) Doppler

Mote |I: B+M, B+PW, B+C, B+PD, B+DPD, B+TD. B+CW, B+C+PW, B+PD+PW, B+DPD+PW, B+TD+PW, B+C+M, B+C+CW, B+PD+CW,

Duak B, B+C, B+PD, B+TD, B+PD)

Note 2: Includes imaging for guidance of biopsy

Note 3. Includes infertility monitoring of follicle development

Note 4. Color M-mode

Note 5; For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients

Note 6: Abdominal organs and peripheral vessel

Note 7: Tissue Harmonic Imaging (THD

Note §: 3D imaging

Nole 9: Panoramic imaging

Nole 10: Inciudes Renal, GynecologyPelvis

Note 11: ElastoScan

Note §2: Spatial Compound [maging

Concurrence of CDRH, Office of /n Vitro Diagnostics and Radiological Health (OIR)
Prescription Use (Per 21 CFR 801.109)

Indications for Use Section 1.3, page 14



-, 510(k) Premarket Notification SONOACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: 3D4-8ET for use with SONOACE R7
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operatian ( *ineludes simultancous B-mode)
General Specific B M]|PWVD| CWD Color Combined* Other
{Track [ only) (Tracks 1 & [11} Doppler* {Spec.) (Spec.)
Ophthalmic ] Ophthalmic '
Fetal (See Note 3) P| P P P Note | Note 2,7, 8,9
AbdominalfSee Note 10) P P P P Note 1 Note2,7. 8,9
Intra-operative (See Note ()

Intra-operative (Neuro.)

Fetal Imaging Laparoscopic
& Other Pediatric P P p P Note 1 Note 2,78, 9

Smuail Organ (See Nore 5)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal
Trang-urethral
Trans-esoph. (non-Cardiac)
Musculo-skel, (Convent.) .

Musculo-skel. (Superfic.)

Intra-luminal

Other (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric
Trans-esophageal (Cardiac)
Other {spec.)
Peripheral Peripheral vessel
Vessel Other (spec.)

. N=new indication; P= previously cleared by FDA K 112646; E= added under Appendix E
Additional Comments:
Calor Doppler includes Power { Amplitude) Doppler
Note 1: B+M, B+PW, B+C, B+PD, B+DPD, B+TD, B+CW, B+C+PW, B+PD+PW, B+DPD+PW, R TD+PW, B+C+M, B-C+CW, B+PD+CW,
Dual(B, B+C, B+PD, B+TD, B+PD)
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathytoid, breast, seronim and penis in aduf, pediaiic and neonatz| patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic imtaging ( THI)
Note 8: 3D imaging
Note 9: Panoramic imaging
Note 10: Includes Renal, Gynecology/Pelvis
Note 11: ElastoScan
Note 12: Spatial Compound Imaging

Concurrence of CDRH, Office of In Vitra Diagnostics and Radiological Health (OIR)
Prescription Use (Per 21 CFR 801.109)

Indications for Use Section 1.3, page 15



" 310(k) Premarket Notification SONOACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: 3D4-9ES for use with SONOACE R7
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ( *inchudes simultaneous B-mode)
General Specific B|M|PWD| CWD Color Combined® Other
{Track | only) {Tracks [ & 1) : Doppler* {Spec.) {Spec.)
Ophihalmic Ophihalmic
Fetal {Scc Noie 3} P P P P Note 1 Note 2, 7, 8
AbdominalfSee Note 10} P| P P P Note | Note 2,7, 8

Intra-operative (See Note 6)

Intra-operative (Neuro.)

Fetal Imaging Laparoscopic

& Other Pediatric
Small Organ {See Note 3)
Neonatal Cephalic
Adult Cephalic
[Trans-rectal P P P P Note | Note 2,7, 8
Trans-vaginal Pl P P P Note | Note 2,7, 8
Trans-urethral
Trans-esoph. (non-Cardiac)

Musculo-skel. {Convent.)

Musculo-skel. (Superfic.)

Intra-luminal

Other {spec.)

Cardiac Aduit

Cardiac Cardiac Pediatric
Trans-csophageal (Cardiac)
Other (spec.)

Peripheral Peripheral vessel
Vessed Other (spec.)

N= new indication; P= previcusly cleared by FDA K112646; E= added under Appendix E
Additional Comments:

Color Doppler includes Power {Amplitude) Doppler

Note 1: B+M, B+PW, 8+C, B+PD, R+DPD, B+TD, B+CW, B+C+PW, B+PD+PW, B+DPD+FW, B+TD+PW, B+C+M, B+C+CW, B+PD-CW,

Dual(B, B+C, B+PD, B+TD, B+PD)

Note 2: Includes imaging for guidance of biopsy

Note 3: Includes infertility monitoring of follicle development

Note 4: Color M-mode

Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adull, pediatric and nconatal patients

MNote 67 Abdominal organs and peripheral vessel

Note 7: Tissue Harmonic [maging (THI)

Motz 8: 3D imaging

Note 9: Panoramic imaging

Note 10: Inctudes Renal, Gynecology/Pelvis

Note 1§: ElastoScan

Note 12: Spatial Compound Tmaging

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)
Prescription Use (Per 21 CFR 801.109)

Indications for Use Section 1.3, page 16



510(k) Premarket

JH0(KY No.:
Device Name:
Intended Use:

Notification

SONOACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

Cd-9for use with SONOACE R7
g or

Diagnostic ultrasound imagin

%

fluid flow analvsis of' the human body as follows:

‘il Apphicabion

Muode of O

craten { *inchiedes simullaneoss B-moded

General
[ Liach 1unlvs

Speetic
[ Trachs 1 & [T

B

M

PWI

WD

Colur
Dioppder

Combined?
[apes )

Othar
{ SpeC )
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Fatal (New Mot 3)

Note

Notes B, @

AbdanunuleSee Sore iy

Now

Nows 8,9

lrtrd=aparative fNee Node )

[ntra-operative ( Neare

Feral lmaging

Laparoscopic

& wther

Pediatrse

Notw t

Noges 8,9

Small Organ rRee Sone 3)

Eb

Nole

woses R, 9

Neuonatat Cephalic

4

Naowe 3

Naies .0

Adult Cephalic

Traus-1ectal

Trans-vaginud

Trans-utethral

Tranw-esopis (non-Lardiac)

Mussculn-shel (Convent.)

Musenlomskel §Supeitic }

Inua-furminal

Other (spec. )

Curdiac Agtubt

ardis

Catdiac Pedialtic

Trans-csophageal (Cundae)

Other {specy

Pernpheral

Perpheral veasel

Note 1

Nows §,9

essel

Orher (Spec.)

Noonew mudicatton: Prpreviously cleared byFDA KI113381 E= added under Appeadix 12
Adddirional Comments:
Colar Doppler ingludes Power (Amplizude} Doppler

Nomwe 1
[ualtf3, B:C.

Note 2 Inclades gy for gindinee of hiopsy
Includes intertehity sonitoring of Jolbicle development

Mote 3

B-PD BT BPI)

Noge 4. Calor M-musde

Now 3

Hirmamc Tmagang (170
g

Note & Panosanue imaging

Note 16 Includes Renal, Envnzeology. Pelvis
Note 11: ElstosSean

Noste 127 Spatiaf Conpound lmaging

For exainple thyroid, parathyroid, breast, scrotwin and pesas madull podiaric and neonmal panents
Noete & Abdominal wreans and periphernt vessel

Note 7 Tissue
MNoge 8 30 1mi

H M R PW B, RPD, B-DED, KT BHOW, R-C-PW, BPTBPW, BDPDPW, BTDPW B C-M B =OW R PD-CW

Congunence of CHRH. ONwe of Jr Pirro Diagnostics and Radiological Heavh (OIR)

Indications for Use

Presciyption Use ¢%er 21 CIFR 801.10%)

Section 1.3, page |7



510(k) Premarket Notification

310(kY No.:

Device Name:; CF4-9 tor use with SONOACE R7

SONOACE RT Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

Intended Use: Diagnostic ultrasound iinaging or fluid flow analvsis of the human body as tollows:

Chinical Applicalion

Muode of Opetatien ¢ *mwhudes stmullaneous B-mode)

General
[ lvack 1ondy )

Speeific
i Itachs 1 & [E

B

M

PWIY Cwh Color
Doppler

Combined*
[Spec

Other
(Spet

COphilatng

phihalmic

Fewal lmaging
& uthes

Fetal rhce Ao 3)

Naoic |

Nuotes 8, ©

AbdomunalSee Nure Hy

Nale t

Notes 8.9

Intraaperative (Nee Nodc £}

nua-operative { Newrs )

Laparoscopic

Pedisiric

Nowe |

Noles 8,9

Sl Drgan £8e Noge 3}

Nowg 1

Nows &, 0

Neonaal Cephalic

Nutz |

Nutes 8.9

Adul Cephalsy

Tras-ectal

Trans-vaginal

Trans-utethral

Trany-esoph. {non-Carchsuc)

discuto-skel (Coment )

Mineulemskel (Supanc)

Enura-huminal

Ovhes {(spec.}

[T

Curdiae Adubt

Candure Pedianic

Trans~esophageal (Cardiac)

Other (spec

Peripheral
Vessel

Penpheral vessel

Note |

Nntes 8,9

Other (spec.)

N new mdication: P previoushy cleared DA K122383. 122 added under Appendix
vddiional Comments:
Color Doppler ineludes Power tAmphiwde) Doppler

Note U H-M, B PW, B-O BoPD, DD, BTD, BOW,

Duali B, #-C. B-PDL BT00B=PD)

Note 2 dncludes una ting tor guidance of imopsy
Note 5 Ineludes inferuloy manitoning of ollicle desekopiment

KNole 4 Color M-mode
Note 3 For example thytoid. parathyrond. breast. scrotum and pens in aduly, peduattic and neonatyl pateots

Note & Ahdominal areans and petipherad s essel

Note 7. Tissue Harmonie Timaging (THD
Note 8 303 imaging
Note 9 Panoramse imnaging

Note It Incivdes Renal, Gyaeeology Pebvis

Huote 171, Elistoscan
Note 12 Spanal Compound Tniaging

R-C-PW, B3P P, BHoDPD PW TP,

L ROCN, RO CW B P CW

Concurrence of CHRBL Oice of /n Uigro Digenostics and Radwological Health (OIR)
Prescrption Use (Per 21 CFR 801,109}

Indications for Use

Section 1.3, page 18



510{k) Premarket Notification

1K) No.:

Nevice Name; ER4-9 for use with SONOACE R7

SONOACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

Intended Use: Diagnostic ultrasound imaging or fluid low analysis of the human body as tullows:

Chnical Application

hode of O,

raration (o ineludes stmultaneous B-mode)

Guawernd Spuqitiy B | M | PWD WD Color Combened® Oiher
lsack onbyg 1 Tiacks 1.8 11 Doppler* ISpee § [ Eah]
{plihalimic Ophtlalimic
Yetal rXve Mo 8 P [id P P Note 1 Notes 2, 7,8, 1
AbdonnnalrSee Nore 11y & | P id Note | Notes 27,8 1
Intra~aperalrve (SNee Vore )
Intra-operative {Newro
Letal Baagng Laparoscape
& Caher Pediatrie
Smadl Organ See Ve 5}
Neonatat Cephalie
Adull Cephaite
Tinns-rectal B p P P Note 1 Notws 2, 7. 8, 11
Trans-vapzieanl I 3 P P Naote 1 Notes 2, 7.8, 11

Trans-urethral

Transsesoph, (non-Catdac)

Musculo-shet (Canvent )

Misalo-shel (Supertic )

Tnia-lummal

Cuhier (spee.)

Cardie Adub

Cardiac Casdiae Pediateic
Teans-csophageal { Cardaac)
Other (spec.)
Peripheral Perypheral vessel
Vesszl Diher (spec )

N new indication: P - previoushy cleared by FDA K122383: 1:= added under Appendix £
Vdditional Comments:
Calur Doppler wicludes Power gAmphiade) Doppler

Noge 1

Dual B, B+C, B-PD, B+ 10 B+PL)

Nowe 2 Ineluedes snagang sor gudance of hopsy
Mote 3 Engludes interihine manitonng of follicle developoent

Noted Color M-muude
Naote 3 For example thyroid, parathyroud, breast, scrotun and penis meadull, pediatric and nzonatal patents

Nale & Abdonnnad organs and petipheral vessc

Note 7 “Tissue Harmome Tmaging (THD
Note 8 3D imaging

Nuole 9 Fanorianme imazing

Naote £0 fnciudes Renal, fnvuecology Pelvis

Mow 11, Elastasean

None 120 Spana! Compound Tnagimy

KoM, KePW -0, BaPD, ReBPD, BT BCW, RO 2w, RBDUW, B DEDPW, BTDPW, RO M, B C-CW, BT CW

Indications for Use

Concurrence of CDREL Oftice of frn Pare Diggnosiivs and Radiological Health (U1R)

Preseription Use (Per 21 CFR 801 L)

Section 1.3, page 19



. 510(k) Premarket Notification

F10¢k) No.:

SONOACE R7 Diagnostic Ultrasound Svstem

DIAGNOSTIC ULTRASOUND INDICATTONS FOR USE STATEMENT

Device Name: EVNY-9 for use with SONOQACE R7

Intended Use: Diagnostic ultrasound ima

ain

o

-

or fluid flow analysis of the human body as fullows:

Clinical Application

Maode of O

serotion {*ineludes sintubtsneons B-maodey

Gueneral
{Erack Tonlyy

Specilic
Ulmacks | & UL

B

M

PWD

cwp

Caolor
Doppler®

Combined*
[Spec.)

Other
1N}

Ciphthalmic

{phthalmic

Fetal eNee Nowe 1

Note 1

Notes X 7, 8

AbdominalrSee Neare [y

Note 1

Notes 2, 7.8

Intry-nperdtve (Nee Ned 73

Intra-opesative [Neurs.)

Feral tmaging Lamioscopic

& (nher

Pediaric

Small Drgan (See Nate 5)

Neonasal Cephalic

Adult Cephilic

Trans-iestal P P P P Norte |

Nnte 1

Notes 2.7 8
Nows 2, 7,8

Trans-\ aginal I P P P

Truns-wrethral

Trans-csnph. {non-Catdiuc)

Musculo-shet, i Comvent )

Muscubosskel (Supestic,)

Intra-lumenal

Odher (spec.)

Cardiae Adnh
Cadiae Pediatric

Cardiau

Trans-esophageal (Cardiac)

Chther {spec.)

Peripberat
essyl

Feriplergl vessel

aher spec.)

N=new indication; P= previously cleared by FIDA K122383; = added wnder Appendiv E
Additional Comments:

Color Doppler includes Power gamplimede) Doppler

Mote 12 BB, B PW, R240, B+PD, B-DPD, BETD, BoOW, B-C-PW, B0 PW, H+DPTSPW, 1FD- PW, B-C-M, B0COW, B-PD-CW,

Prgalt B3, B+ C. B-PDL B+TD. B-PD)

Naoe 22 Tnchudes imaging tor guidance ol bropsy

Tote 3; Tneludes infenitiny monitoring ol 1ollicie developoeni

Nate A: Cotor M-minde

Nute 37 For example: thyroid. patathyroid, breast. scronon and penis w adule, podistric and aeonmal patizis

Nate 6: Abdeminz] oreans and pezipheral veased

Nate 7. Tissue Harmunie hoaging (1D

Nnte §: 30 imaging

Note & Panoranme imagings

Mone 0z Ineludes Reaal, CivaecologyDelvis

Hote L Elsoscin

Nate 12 Spatial Compound hinaging

Concurrence of CHRA. Office of fa Vitro Diagnostics and Radiological Headih (OIR)
Prescriplion Use (Per 21 CFR 801,109}

Indications for Use Section 1.3, page 20



. S.IAth) Premarket Notification SONOACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

STO(KY No.:
Device Name: L5-12/50 for use with SONOACE R7
Intended Use: Diagnostic ulirasound imaging, or fluid flow analysis of the human body as follows:

CUlinteal Applicilion dlode of Operation ¢ *inchedes simullaneous Bmode
Guneral Specilie Bl M |PMWD[ CWD Colar Conbined* Other
{ Tiack 1 onivy {Trachs | & 1HT; Doppler® {Spuc.) [ ]
Ophtbalimic Cphthalmic

A - -
Fetal N Nowe 35

AbdoininaltSee Nate 1y

Intra-uperalive (Nee Nofe )

Intra-pperative (Neuro.)

Felal Lmaging Laparoscapic

&  (nher Pediatrse N| N N N Now | Note 2, 5,6, 7,9, 2
Small Ongan 18ee Sone 3) N | N N N Note 1 Note 2,3,6,7.9,11,12
Weonatat Cephalic
Adult Cephabie

Trans-regtal

Trans-vaginal

Trans-wethral

Tions-gsoph. {nonLazdinc)

Muzculo-shel. (Covent NN N N Note | Note

(&)
1

L5670

Musenlesked tSapertic.) N | N N N Note [ Note 2,58,6,7,9, 12
Inam-lurninal

Cher {spee.)

Cardiac Adult
Cardiac Casdiae Pediatric

Traps-csaphageal {Cardiac)

Other {gpee.)

Peripheial Peripherul vessel N N N N Note | Now 2, 5. 6,79, 12
Vessel Other (spec.)

N=new indication; P= previously cleared by FDA: E= wlded under Appendix E
Additional Comments:
Color Doppler includes Power (Amplitide) Doppler
Nore 10 KoM, R=PW, -, BPD, BDPD, BETD BOCW, BCoPW, B DWW RDIPD e PW, B TDPW, FOCM, RO CW B-PDCW,
Duaht B, K- B2 RTD, B+PL)
Nole 2: Includes irnaging for gaidance ol bropsy
Note 3: [ncludes bderiiny monitosing ol follicle developiient
Note 4: Color M-made
Nute 5: For example: thyroid, paathyroid, breast. serowan and penis m adult, pediauic and neonalal paticils
Note & Abdoisinal vigans and peripherat vessel
Nate 7: Tissue Harmanie lmaging (T3
MNoae #: 30 imaging
Note & Punoranic imagung
Noite 16 Tneludes Remal, GyneenlogyPelvis
Hote L1 LkatoSean
Note 12: Spatial Compound Insaging

Corteurrence of CRRH. Oftice of I Pitre Diagnostics and Radiological Headth (O1R)
Preseription Use (Per 21 CFR 8011089}

Indications for Use Section 1.3, page 21



' Sj,@_](k) Premarket Notification SONOACE R7 Diagnostic Ulrasound Systerp

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

310(kY New:
Device Name: P2-4 for use with SONOACE R7
Intended Use: Diagnostic uftrasound imaging or fluid flow analysis of the human body as tollows:

Clinical Application Mude of Operation (*inclides simulianeous B-mode)
Geneial Specilic B 5| MWD | CWD Cala Combined” Othar
track only) 1 Tracks 1 & 1113 Doppler® (Sxe.) [RTL]
Ophthalmic Cophihalmic

Fewl (Sve Note 3y
AbdominalfSee Nowe i ) P P P " Mot 1 Netc 4.7

Intra-operatve (See Note ¢}

Tarnnperative §Nwure.

Fell Imaging Lapasusenpls
&  Orhu Pedinric
Smat! Owgan {See Note 3

Neonutal Cephalic

Adult Cephalic P p P I P Note | Now -, 7
Trins-recral

Tiang=vaginal

Trans-urethral

Trans-esepll. (non-Cardiach

Museule-skel, (Canvent,)

Museule-sked. (Supeific.)

Ingra-huminal

Other {spec.d

Canhipe Adult P P r P P Nate 1 Noawe 1,7
Candiae Cardlse Pediatric p g r P » Note | Note -1, 7

Tiass-esaphigeal (Cazdiag)

Onlwer 1spee)

Pernipharal Peripheral vessel

Vessel Other (spee.)

N=new indicatian; P= previously cleared by FIDA K 113381 = added under Appendis
Additional Commenis:

Calor Dappier includes Power (Amplitude) Doppler

Nede [ B+AL B PW, B-C. BHED. B-DIMD. B-THD. B-CW. B CoPW. =PI PW. BDPD+PW, B3=TE0 PW, I CaM B-CCW, B PDECW,

DuakB, B+ C. B=PD, B+ TD, B+PD))

Nite 23 Includes imaging tor guittance of biopsy

Note 2 lngludes inferiilig monigornz o mllicly deselapmen

Nute 4% Color M-moda

Nate 5t For example: thvioid. parathyroid. breast, scrotum and penis inadul, pediattic snd neanatnl patients

Novte 6 Abudominal argans and peripheral vessel

Mote 7 Tissue Harmonie Imaging (THD

Nute §: 31D imaging

Note % Pasnoramie inwaging

Nutz 1 Includes Renal. Gynecologyelvis

Note iz ElastwoSean

Nolg 12: Spatial Conpound [maging

Concurrence of CHORIL Office of In Viera Dingnostics and Radiotogical Health (OIR)
Preseription Use (Per 21 CFR 803,104

Indications for Use . Section 1.3, page 22



. _. 510(k) Premarket Notification SONOACE R7 Diagnostic Ultrasound Svslem

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

310(k} No.:

NDevice Name: PN2-4 for use with SONOACE R7

Imended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Chnical Applicalion Mode of Opetation (*incfudes simulmnenus B-made)

Cengtal Specitic n MM MWy | WD Colm Combined® (hae
U'lack T oodvy {Trachs 1 & UL . Iopple:* [RIE] (IS

Ophibatmic Cphthalmic

Feral i See Note 3

AbdominaliNee Nese b P Y [ P P Nate | Nate

~d

Inra-opeiative {Ses Nok 6)

listra-pentive (Neoro )

Fetal Imaging Lapatuscopic
& Otha Pediatric
Small Cngan {See Nowe 53

Nernute] Cephafic

Adult Cephalie p p P P I Note 1 Note 7

Trans-tectal

Tians-vaginal

Trans-urethizl

‘Frans—soph. {non-Cardiach

Musenlo-skel. (Convent)

Musculo-skel, (Superfic. |

Intrz-luninal

Crh tspre.]

Cardrac Adult P P P P P Nowe 1 Note 3, 7
Catdiae Cardiac Pediatric p P P p 3 Note | Notw d, 7

Transesophageal (Catdiac)

Othay rspec,d

Peripherai Petipferal vessel
Vessel Dither (spec.)

- N= new indication; P= previously cleared byFIDA K132225: E= added under Appendin E
Additional Comnmrents:
Color Puppler includes Power {anplitudey Dopplet
Noste L B g DoPW, B2, 8 PT20 13- D00, 3Tl B CW B0 PR T RPDePW B DPD L PW, BT WL B CoM, B-CCW, HepD O,
Dual(I3, RO, BP0, BT, B-113)
MNote 2 Includes inuging tor guidance of biopsy
Note 31 lncludes infertility: motitoting of Gllicks desvelopnwent
Nuite 4: Color M-nnde
Note 5; For examgsle: thyreid, parsthyroid, breast, sciotum and penis in adelt, pediatric gnd neanatal patients
Note 6: Abdominal vrgans and peripheiat vessel :
Note 7; Tissue Havmonie lmagiug (THI
Nite §: 31 imaging
Note 9: Panorntic imaging
Nuote 10 Includes Remal, Gynecologyvibelvis
Note 11: ElastuScan
Mole 12; Spatial Compound [maging

Concurrence of CDRU. Otfice of b Vo Dingnostics and Radiological Health (OIR})
Presceiption Use (Per 21 CFR 80§.140%)

* Indications for Use ' Section 1.3, page 23



~ 510(k} Premarket Notification

SONOACE R7 Diagnostic Ultrasound System

DMAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(K) No;

Device Name: SP3-8 for use with SONOACE R7

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

Llinical Application

Muode of O

peration {*inchedes similaneous B-mode }

General
("I1ack | vnlv;

Specific 13
(Tracks 1 & [il;

M

PWI

cwn

Color
[Dopplel*

Combined?®
{Spec)

her
(Spae)

Cipltadimic

Dphilalbinic

Fetal rSec Nute 3)

AbdoininalySec Nore Ty N

N

Nole

Note 4.7

Intru-aperalive (Nee Nole fof

Intra-operative {Nenre )

Felal Inaging

Laparoscoqic

& Other

Pedialric

Smald Orggan (Sece Nowe 3}

Neanawl Cephalic

Adull Cephitlic N

Note |

Nowd, 7

Trans-1estal

Trans-vaginal

Trans-uethral

Trans-esoph. {nan-Cardiac) -

Musgude-shel. (Convent

Muscuwlu-shel ¢ Superzie))

Intra-lumimal

Other {spec,)

Cardiae Adudt N

r4

Note |

Notz 4.7

Cardiac

Cardiae Pedinteic N

g

W

Noie |

Naed, 7

Trans-esophageal ( Cardiac)

(Other (sprec)

Peripheral

Peripherit! vessel

Vessel

Other (spec.)

N=new indication: P= previously cleared by FDA: E= added under Appendix £

, Additional Comments:

. Color Doppler ischizdes Poswer (Amplitude) Doppler

' Note 1: Febd, B4PW, 1300, BAPD, B-DPD, BT BeOW, 3O PW, B- DD PO,

, Duali3, B 3+PD B0 B )

Note 20 Includes imaging for goidance of bropsy

Note 3: Includes intertiliny momtonnyg of foilicle developnsent

Nofe 4; Colos M-mode
Nute 3;

Note 6 Abdominad organs and peripheril vessel
Nowe 72 Tissue Farmonic Iimiging {1HT

Note B 300 imiaging

Nute & Punowansic imaging
Note 158: Tneludes Renal, (ymecologyi Pelvis

Note 112 ElrstoScir

Woie 12: Spatiai Compound Inuging

HeDITY W,

RLTD-PW,

or example: thyroid. parathyroid, breast, scrotum mnd penis m adull, pediatric and neonatal patieis

R Coedd, Bl COWO B eCW,

" Indications for Use

Cancurrence of CHREL Oftice of [r Virrw Diagnostics aud Radiological Health (O1R)
Preseription Use ¢Per 21 CFR 801.109)

Section 1.3, page 24



-510(k) Premarket Notification SONOACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

310¢kY No.:
Device Name: 304-8 for use with SONOACE R7
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as tollows:

Clinical Application Mude of Opetation ¢ *includes simullncons B-mwdel
Genesal Spucilic Bl ™M ewn|) Cwpn Color Cambiagd* Other
Chiack 1 ooy ( Tracks 1 & LTy Dopaier ™ (Spec.t (Spee.)
Crphithalmic Ophihabnee
Fetal (See None 3) P p i P Note § Noe 2.7, 8. ¢
AbdominalrSee Nore 1oy p P P p Note 1 Now 2, 7.8.9

Intri-operative (See Vot i)

Infra-operative {Newrol

Felal Imaging Laparnscopic

&  Other Pediotrie P " P P Note 1 Now?2, 7,89

Stnabl Cegan ¢Sev Nee 53

Neonatal Cephalic
Aduli Cephalic

Trans-rect)

Trans-vaginal

Trans-urethrat

Trans-esoph. {non-Cardisc)

Musculo-skel, {Convent )

Musculo-akel §Supertic.)

intra-lumunat

Oher {spec.)

Cardine Aduh
Cardine Carduwe Pediatiic

Trans-exaphagenl {Casdiac)

{her (spee.y

Periphemal Penpiiemi vessel

Vessel Drher (spee.)

N=new indication: P= previously cleared by FDA K H2646; 2= added under Appendix 1
Additional Comments:

Cotor Doppier inclades Power (Amplitade) Doppler

Mowe 1: Hehd, B-PW B-O, RePD, R-DIFD, BT, BrOW, BOCPW, BTD-PW0 HDED-PW, B TRAPW, R-UsM, R-U~CW B-PD-CW,

DuaktB, R+ C B+PD. R-TTL B+PIY)

Nate 2: Inglades imagmg for guidance of biopsy

Motg 3; tncludes infertilise monitoring of folticle development

Nule 4; Color M-mwade

Nute §: For examplesahyroid. pavatbyroid, breast, sceotwn and penis s adufi, pediatiic and neonatal patients

Notg & Abdominal organs and periphenl vessel

Nuote 7: Fissue Harmonric Imaging ¢ TED

Noge B2 317 imaxgting

Mate @ Panoraric imaging

Note 10 Includes Renad, Gynecology:Pelvis

Note [ ElustoScan N

Naile 12 Spatial Compound Iniaging

Concuriesee of CDREL Oftice of In Virre Digenostics and Radiobogical Health (OFR)
Prescription Use t%r 21 CFR DL 1G9

Indications for Use Section .3, page 25



510(k) Premarket Notification SONOQACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASQUND INDICATIONS FOR USE STATEMENT

SR Now:
Device Name: 3D4-9 for use with SONOACE R7
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation {*inchides simnluneous B-mode)
Guneral Specifiv Bl M |PWD CWD Caluwr Combined? Other
{Unwk [onhyy vivacks [ & §Jappler? {Spwe.) [RINR]
Dyphthalmic Ophthalmic
— -
Fetad tSee Nowe 3 Pl P p i Noge | Note 2.7 R
AbdominaleSee S 10} Bl P P P Notw | Note 2,7, 8

Fetal lmaging Laprunscopic

Intrd-aperative £ Vot )

[nfra~operative {Neure)

&  (nher Pedialric

Smalt Drgan rXee Nowe 5]

Nueonatal Cephalic

Aduit Cephalic

Trans-rectal p p P P Nate | Now2, 7.8

Trans-vaginal P g P P Noe | Now 2,708

TFrans-mietliril

Trans-csoph. tnon-Cardiae)

heluscuk-skel 1Cmmvent )

Musalo-shel (Superttic.)

Insra-lumina)

Cxhee (spec.)

Caxcline Adult
Cardiac Cadiae Pedianic

Trans-esophageal {Cardiacy

Db (spee.)

Periphernal Peripheral vessel
Vessel Onher (spee.}

N=new indication: P= previously cleared by FDMA K122583: = added under Appendix 12
Additional Comments:

Coltos Doppler inclades Power (Amplitude) Dopplee

Note 1 H+M, RePW, B¢, REPD, B-DPD, HeTD, BHOW, B+CPW, BHPT: PW. HrDPD-PW, BT EPW, R-CeR, Bro-OW, [ PO OW
Duale 3, B+ CR-PH, BT R+IHN

Nere 2; Inelades irmagnng for guidanee of bropsy

MNete 3 Inctudgs infeetiliny monitoring of Feliict: developmeny

Nule 4; Color M-mode

Nule 5: For exampier thyreid, parathyroid, breass. serohem and pends m adul pediomic wnd neonatal pasients
Nole 6 Abdesninal sreans nod periphenal vessel

Nuote 7. Tissue Harmamie Tmaging (THI

Nrie & 30 imaging

Note & [anoramw imaging

Mote 10 Ingludes Renul, GyueeologyPelvis

Hote 11 Elastosean

Note 120 Spaual Compaund Tmaging

Cancurrence of CDRIL, Office of fn Vitro Diapnostics and Radiological Health (OIRy
Prescription Use ¢Per 21 CFR 801,109)

Indications for Use Section 1.3, page 26



51 Q(l;) Premarket Notification

S10(K) No.

Device N‘mln. VN4-8 for use with SONOACE R7

SONOACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

Intended Usc: Diagnostic ultrasound imaging or {luid flow analvsis of the human body as follows:

Clinical Application

Mode o1 Q)

peaation (" inchides simultanceoss B-mode)

CGiensral
Ok [onlyy

Specrfic
(Tiacks L& M1

B

M

MDD

WD

Color
Doppler®

Combined®
[NpRC.)

Other
I5pee.)

Uxphthitbnic

Ophthalmic

&  Other

Fewl lmaging

Fetal (Sve Neowe 33

Z

Nate |

Note 2.7,8.9

AbdominatrSec Nete 11}

il

Note |

Now 2, 7.8,9

Intra=operstive fNce Nof: 6)

Tmira-operative (Neuro

Laparoscopic

Pediatric -

Note |

Note2, 7. 8,9

Small Organ rSee Note 53

Neonatal Cephalic

Adull Cephalic

Tiant-recta

Trans-vauinal

“Frans-urcthral

Trans-esnph, {non-Cardiac)

Muscultrskel {Convent )

Musculo-shel {Supertic.}

Intes-luminai

Diher {spee.)

Carhine

Cardiae Adnlt

Cardiac Pediatric

Tras-csaphagenl { Cerdiac)

Other {speey -

Petipheral
Nessel

Other (spcc.)

- N=new indication: P= peviously cleared by FDDA K130803: E= added under Appendix b
Additianal Commeants:
Color Doppler includes Power {Amglitiuic) Doppler

Note A2

Ho M, RePW,

R

Dual B, B+C.B+PD, BT B+

Noe 22
Nute 3:
Mot 4
Note
Nule 6
Naowe 7
Neare
Nute 9.

Nale [T ElastoSean
Note 120 Spatial Compound Inaging

Includes imagtag for guidance of biopsy
Incladey infenmilite anonitoring of follicle developunent
Color M-maode
3: For example: thyroid. parathyroid. breasi. scromom and penis in adulu pediauic and neonasal padcis
Abdominal oreans and peripheral vesse|
"Tssue Harmaonie lmsging CTHD
A3 iming

ranoramic imaging

Nate H dneludes Renal, CrynecologyDelvis

, ReP, B=DPD, BT, HeOW, B=C=-DPW, 11 DT P

K DO PW,

B TRPW, B-C+M, BrCrOwW,

B30 CW,

Concutrence ol

Indications for Use

Prescription Use (Per ..I CFR 801,109}

CIRN. Oftice of fa Vitre Diagnastics and Radiological Health (OIR)

Section 1.3, page 27



-,:510¢{k) Premarket Notification SONOQACE R7 Diagnostic Ultrasound System e

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

SHHK) Now:
Device Name: CW2.0 for use with SONOACE R7
Intended Use: Diagnostic witrasound imaging or fluid flow analvsis ot the human body as follows:

Clinival Application Made of Operation {*inchedes simublaneous B-moygdes
Creneral Specific B M| PWD WD Color Canbused* Other
{‘{rach | only) thacks | &1 Doppler* iSpec.) (Spec.)
tophhialmic Ophthaimic

Fetl (See Nore 3)

AbdominaleSec Nawe 1)

Imra-aperatrve fyee Noke o}

Infra-operative {Nenro 3

Fetal tmaging Laparoseopic

& Otwer Pediairic

Stnall Organ (Nee Nowe 53

Neanatat Cephalic
Adult Cephalic P

Traus-rectal

Trans-viagingl

Truns-aiethmal

Trans-csoph. {non-Cardiac)

Musculo-skel. (Convent.

Musgulo=shel {Supertic.)

Intra-luminzl

{nher (spee.)

Cardiae Adult p
Cardiac Cmdige Pediateic P

Trans-csophageal (Cardiac)

Cither {3pec.}

Peripheral Peripheral vessa! P
\essel Other (spec.)

N=new fadication: P= previously cleared by FDDA K130803: £= added under Appendix E
Additianal Comments:

Color Doppler includes Power (Amplitwded Boppler

Note 13 BeM, R-PW, B-1, H+PD, B+13PD, KeTD, BrOW, ReC-PW BT - PW, BReDPT+PW, H-THDHPW, B C-M, R+C+CW B-PROW,

Dual(B, B+C. B-PD. B-TD. B-PL)

Note 2: neludes imaeing tor guidanee ol opsy

Note 3: Tocludes intentitine monitoring of tollicle developient

Note 4 Calor bM-mude

Note 3: For excungple; thytoid. paathyeaid, breast, seratom and penis in adul. padiattic and neenatal palenls

Note 6 Abdominad organs aad periphend sessl

Nate 7- Tissue Harmoenic Tmaging (THD

Nuote B: 30 imaging

Note 10: Includdes Renal, GyneenlogyiPelvis

Noe |11z ElustoS¢un

Note 12: Spatial Compound Imaging

Concurrence of CRRIL Office of fu Fiero Diagnostics and Radiotogical Health {O1R)
Prescription Use (Per 21 CFR 801,109

[ndications for Use Section 1.3, page 28



