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Special 310(k) SONOACE R7 Diagnostic Ultrasound Svstem

510(K) SUMMARY OF SAFETY AND EFFECTIVENESS

0CT 12 2M

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)

SAMSUNG MEDISON CO., LTD.
1003, Daechi-dong, Gangnant-gu,
Seoul 135-280, Korea

Contact Person:

Kyeong-Mi, Park

Regulatory Affairs Manager

Telephone: 82.2.2194.1381
Facsimile: 82.2.556.9209

Data Prepared: July 11, 2011

2. Name of the device:

Common/Usual Name:

Diagnostic Ultrasound System and Accessories
Proprietary Name:
SONOACE R7 Diagnostic Ultrasound System

Classification Names: FR Number Product Code
Ultrasonic Pulsed Doppler Imaging System 892.1550 I'YN
Ultrasound Pulsed Echo imaging System  892.1560 IYO
Diagnostic Ultrasound Transducer 892.1570 ITX

3. ldentification of the predicate or legally marketed device:

K102065, SONOACE R7 Diagnostic Ultrasound System
K093714, SONOACE X8 Diagnostic Ultrasound System
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Speeial 3E0(K) SONOACE R7 Diugnostic Ultraseund Svstem

4. Device Description:

The SONOACE R7 is a general purpose, mobile, software controlled, diagnostic ultrasound system. Its
function is to acquire ultrasound data and to display the data as B mode, M mode, Colar Doppler
imaging, Power Doppler imaging, PW/CW Spectral Doppler mode, Harmonic imaging, 3D 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.

The SONOACE R7 has been designed to meet the following product safety standards:

- 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

- 1IEC 61157, Declaration of the acoustic output

- 15010993-1, Biocompatibility

5. Intended Uses:

The SONOACE R7 Diagnostic Ultrasound System and transducers are intended for diagnostic
ultrasound 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-Skeletal (Conventional, Superficial), Cardiac Adulit,
Cardiac Pediatric, Peripheral vessel.

6. Technological Characteristics:

The SONOACE R7 is substantially equivalent to the SONOACE R7 Diagnostic Ultrasound System,
cleared via K102065, and the SONOACE X8 Diagnostic Ultrasound System, cleared via K093714, 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 allow for
specialized measurements of structures and flow, and calculations.

END of 510(K) Summary
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by, “8 . .
b Food and Drug Adminisiration

10903 New Hampshire Avenue
Silver Spring, MD 20883

Samsung Medison Co., Lid. acT 12 201
Y Mr. Mark Job

Responsible Third Party Official

Regulatory Technology Services LLC

1394 25" Street NW

BUFFALO MN 33315

Re: K1120646
'l’rude/]')c\'icc Name: SONOACE R7 Diagnostic Ultrasound System
egulation Number: 21 CIFR 8921530
Legulation Name: Ultrasonic pulsed doppler imaging svsten
l\ ceulatory Class: |l
Product Code: TYN, IYO, and 1'TX
Dated: September 9, 2011
Received: Scplunhu 12,2011

Dear Mr. Job:

We hidve reviewed vour Section 310(k) premarket notilication ot intent io market the device
relerenced above and we have determined the device is substantially equivalent (for the
mdications for use stated in the enclosure) to tegally marketed predicate devices marketed in
terstate commerce prior 1o May 28, 1976, the enactiment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
FFederal Food, Drug, and Cosmetic Act (Act). You may, therefore, markel the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual regisiration, listing of devices, good manutacturing practice, labeling,
and prohibitions against misbranding and adulteration.

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

notification:

Transducer Model Number

28 HL3-12ED C4-9/10ED
ER4-9/10ED P2-4AH LN3-12
EVA-9/[0ED ' 3DC2-6 [3-7AC

L3-8 3D4-8ET 3D4-9ES

L>-12/50ED C2-3




I vour device is clussilied (see above) into either class 11 (Special Controls) or class TH(PMA ).
it may be subject to such additional controls. Existing major regulations affecting vour device
cun be found in the Code of Federal Regulations, Title 21, Parts 800 1o 893 ln addition. FIXA

may publish further announcements concerning vour device in the Federal Resister.

Please be advised that FDA's 1ssuance of a subsiantial equivalence determination docs not meuan
that I'DA has made a determination ihat vour device complies with other reguirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Acts requirements, including, but not limited 1o registration and listing (21
CEFR Part 807); labeling (21 CFR Part §01); good manufacturing practice requirements as sei
forth in the quality svstems (QS) regulation (21 CFR Part §20); and ilapplicable, the electronic
product radiation control provisions (Sections 33 [1-342 of the Act); 21 CFR 1000-1030.

This letter will allow you 1o beein marketing vour device as described in vour premarket
notification. The FDA finding of substantial equivalence of vour device 10 a fegally marketed
predicate device results in a classification for your device and thus permits vour device 10
proceed to market.

[l vou destre specilic advice for your device on our labeling regulation (21 CFR Part 801), please
20 10 hitp/ivwww. fda.gov/AboutFDA/CentersOtTices/CDR H/C DR EO Ficesfuem L3809, um 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 notificaiion” (21CFR Part
807.97). For quesiions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go o

htp/rwww fda.goviMedical Devices/Safety/ReportaProbiem/defuult.htm for the CDRECs Otfice
of Surveillance and Biometrics/Division of Postmarket Surveillance.

[ vou have any questions regarding the content of this letter, please contact fay Vaishnav ai
(301) 796-9580.

Sincerely Yours,

4)&/4///[7% -fo.f\

Mary S. Pastel, Sc.D.

Director

Division of Radiological Devices

Office of In Viuo Diagnostic Device
Evaluation and Safety

Cenier for Devices and Radiological Health

Enclosure(s)




Special S0k SONOACE Q7 Dingnoste Ultrasound Sy <tem

SECTION 1.3
INDICATIONS FOR USE

S1OCk) Nunber (if known): ﬁl_«l_[alp_l‘[(p

Device Name:  SONOACE R7 Diavnostic Ulirasound Svsiem

Indications for Use:

The SONOACE R7 Diagnostic Ulirasound Svstent and transducers are intended for diagnosiic ultrasound imaging
and fuid analysis of the human body.

The chnical applications include: Fetal, Abdominal, Pediauic, Smalt Organ, Neonatal Cephalic, Adult Cephalic.
Trans-rectal, Trans-vaginal, Muscular-Skeletal (Conventional, Superficial). Cardine Adult. Cardiac Pediairic,
Peripheral vessel.

Prescription Use N ANDIOR Over-The-Counter Use
(Part 21 CFR 8§01 Subpart D) o A (21 CFR 801 Subpart C)

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

Concurrence of CDRI, Office of [n Vitro Diagnostic Devices (OIVD)

A ) D OH_

{Dlvision Sign-0tf)
Division of Radiological Devicas )
Office-of In Virro Diagnosiic Device Evaluaiion and Safety

o ALUZCH

Indications for Use Seetion 1,3, page |




Spucial 310tk SONQACE /7 Dizgnoste Litrasound Sysivm

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

310Ky No.:
Device Naine: SONOACE R7 Diagnostic Ultrasound Syvstem
Intended Use: Diagnostic ultrasound tmaging or fuid flow analvsis of the human body as follows:

Clinical Application Mode ol Cperation (fincludes simulianeous B-modve)
Greneral Specilic ] MO WD CWD Color Combined® (Onher
{Track Tonly) {Tracks [ & 111) Doppler® {Spec.) {Spee.)
Oplithahnic Ophihatmic
[Fetal (See Nowe 3/ I P [ P Noe | Notes 2,7, 8
Abdominal P P P P p Note | Nows 2,4, 7,8

litra-operative {See Note 6)

[ntr-operative (Neuro.)

Fzal lmaging Laparoscepic |
& Other Pediatnc P P P P Note Note2. 36,7, 8.9
Small Orzan (See Mo 3) P I P P Note | Note 2,3,06,7,9
Neonatal Cephatic N N N N Note | Notes 2.8
Adult Cephulic P p P p I Note | Notwed, 7
Tans-reetal . p p i i Note 1 Now 2.8
Trans-vaginal . p p p P MNote | Now 2§

Trans-urethil

Trans-esoph. {(non-Cardine}

Musculo-skel. (Convent.) r p p [ Note | Nowe 2,3,6,7,9
Musculo-skel, {Supertic.) p p p P Nute | Now2.3,6.7,9
nua-luminad I

Cther (spee.)

Cardiae Adult P p I p P Nowe | Note <, 7
Curdiac Cardiae Pedintric p g I p P Note | Noted, 7

Trans-esophageal {Cardiac}

Other (spec.)

Peripheral Peripheral vessel P P P P Note | Nole2,3.6,7.9

Vessel Other (spec.)

N=new indicarion: P= previously cleared by FDA K102063; E= added under Appendix E
Additional Comments:
Color Doppler includes Power (Ampliwde) Doppler
Note 12 B/ B/RWD, B/Color Duppler, B/Color Doppler/PWD, B/Power Doppler/PWD. B/Color Boppler/Color M
Note 2: Inctudes imaging tor guidance of biopsy
Note 30 [ncludes infertility monitoring of follicle development
Note 4: Color M-inode
Note 3: For example: thyroid, parthyroid, breast. scrotum and penis in adult, pediatric and neonawl patienis
Note 6: Abdominal organs and peripherl vessel
Note 7: Tissue Hanmonic huaging {THD
Note 8: 3D imaging
Note 9: Panommic imaging

Concurrence of CDRH, Oftice of in Vigo Diagnostic Devices (O1VD)
Preseription Use (Per 21 CFR S01.109)

| @fj}?ffﬁw

-7 (Division Sign-G0fy
Division of Radiological Devices .
Qfiicz of In Vitro Diagnosiic Devics Evaluation and Safety

Indications for Use . 510K ,/_1\ ‘l Z (_f o, : . Section 1.3. page 2




Special 310k

SOMNOACE RT Dingnestic Ultiesound Sviten

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

S10(K) N
Device Name: C2-8 for use with SONOACE R7

Intended Use: Dwgnostic ultrasound tmaging or Huid How analvsis ol the huiman body as follows:

Clinical Applicatiun

Mody ol Operation {“includes simultaneous B-mode)

General Specific B | M| PWD | CWD Calor Combined= Other
{Track Foaly) (Frucks 1 & NN Doppler {Spee.) (Spre.d
Ophthalmic Ophthalmic
Feal fSee Nore 3) I p p p Note | Notes 2,7, 8
Abdomiml P P el P Note | MNots 2,7, 8
Intrw-operative (See Nowe )
Intr-operative (Neuro.)
Fewal Imaging Laparoscopic
& Other Pediatne P P P P Note § Notes 2,7, 8

Stnalt Organ (See More 3)

Neottatal Cephulic

Adult Cephalic

Trans-recint

Trans-vaginal

Trans-urethml

Trans-esoph. {noa-Cardine)

Musculo-skel. (Convent.)

Musculo-skel. {Supernic.)

[ntra-tuminal

Other {spee.

Cuardiae Adult

Cavdiae Cardiae Pediatric

Trans-esophageal {Carding)

Other (spec. )

Peripheral Penpheral vessel

Vessel Crther (spec))

N=new indication; P= previoualy cleared by FDA K102063; E= added under Appendix E
Additional Comments:
Color Doppler includes Power {Amplitude) Doppler .
Not T BV, B/PWD. BiColor Dappler, B/Color Dopples/P WD, BiPower Doppler WD, BiColor Doppler/Color M
Note 20 neludes imaging for guidanee of biopsy
Note 3: [neludes infertility monitoring of follicle duevelopment
Note < Color M-mode
Note 3 For example: thyroid, parathyroid, breast, serewm and penis in adult, pediatric and neenatal pitients
Note 6: Abdominal organs and peripherl vessel
Nole 7: Tissue Hannonie Inaging (THD
Note 3: 3D imuging
Mote 9: Punorumic imaging

Concurrence of CDRH, Office of in Viro Diagnostic Devices (OIVD)
Prescription Use (Per 21 CFR 801.109)

‘ (Bivisian Sign-Otn
‘ Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

o VLG

Indications for Use

Section 1.3, page 3



Special 310tk) SONOACE R Diggnesiic Ulirazound S siem

DIAGNOSTIC GLTRASOUND INDICATIONS FOR USE STATEMENT

310(%) No.
Device Name: ERB-9710ED for use with SONOACE R7
[ntended Use: Diagnostic ulirasound imaging or Huid How analvsis of the human body as follows:

Clinical Application Muode of Operation (Fincludes simultaneous B-made)

Greneral Specilic B1 M| PWD| CWD Caolor Combined™ Other
{Track [ onty) {(Tracks T & D Doppler® {Spet.) {Spee.)

Ophthalinic

Ophthalmic

Fetal (Ser Nowe 3)

Abdeminal

Intra-nperative (See Nore 6)

Intr-operative {Neur, )

Fetal finuging Laparosenpie
& Other Pelianric
Small Orean (See Nowe 3)

Neonstiat Cephalic

Adult Cephalic
Trins-rectal P o p o Note | Notes 23

Trans-vaginal P I p P Noie | Notes 2.8

Trans-urethral

Trns-esoph. (non-Curdiac)

Museulo-skel (Convent.)

wuseulo-skel. (Supertic.)

Inera-tuniinal

Oiher (spue.)

Cardiac Aduli

Cardiac Cardiac Pediatric

Tizns-esophageal (Cardiac)

Other {spec.)

Peripheral Peripheral vessel

Vessel Orlier {spec.)

N=new indication: P= previously cleared by FDA K102003; E= added under Appendix E
Additiona) Conunents:
Color Doppler includes Power { Amplitude) Doppler
Note b2 B, BPWD, BiCalor Doppler, BrColer Doppler® WO, B/Fower DoppledPWD, B/Color DopplerColor M
Mote 20 Includes imaging for guidance of biopsy
Note 3: Includes intentitity monisoring of follicle developme
Note 3: Color M-niode
Note 3: For example: thyrold. parathyroid, breast. scrotum and penis in sdult., pediatric and neonatal patients
Note 6: Abdeminal organs and peripherul vessel
Note 7: Tissue Hammonic inaging (THI)
Note 8: 3D imaging
Note & Panoramic imaging

Concurrence of CDRH, Ottics of 1n Vitro Disgnostic Devices (O1VD)
Prescription Use (Per 21 CFR 801.109)

(

i 7
W { Z !; ; -
i (Division Sign-Off} i
Divisicn of Radiological Davices

Office of In Vitro Diagnostic Device Evaluation and Safaty

indications for Use _ o ';/_\ \ l Z/LIL{ L{ ) : : Scetion 1.3, page 4.




Speciul 3iork] SOMOANCE R7 Dingnesae Ulirasound Sy sicin

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATENENT

310(k) No.: ,
Device Name: EVA-9/10ED for use with SONOACE R7
ltended Use: Dingnestic ulrasound imaging or Auid flow analysis of the human body as lollows:

Clintcat Application Muode ol Operatnon {*includes simuluncous B-mody)
Gienernd Spetitic Bl M | PWD | CWD Color Combined* Other
(Track Tonly) {Tracks T&LED Daoppler® (Spec.) {Speed)

Ophthaimic Ophehalmic

Fetal (Sey Vo 3)

Abdominal

Inirn-oparaiive See Moie 0)

tmre-operative (Neuro. )

Futal usaging Laperoscop

& Other Pediznic
Simall Orgon £See Moie 3)

Neonatad Cephalic

Adiult Cephati

Trans-icetl d B p f Mote | Notes 2.8

Trans-vaginal p p p d Note | Notes 2, 8

Truns-wrethial

Trans-esoph. (non-Cardiac)

Museulo-skel (Coavent.)

Muasculo-skel {Superite.)

Intra-lurninat

Other (apee.)

Cardine Adult

Cardiae Cardiae Pediainc

Trans-esophageal (Cardiac)

Other(spec.)

Peripheral Peripherat vessel

Vessel Cher (spee.)

N=new indication; P= previously cleared by FDA K102063; E= added under Appendix E
Additional Comiments:
Culor Doppler includes Power (Amphitude) Doppler
Note [ B BAWD, BColor Doppler, B/Color Dupple/PWD, BePoswer Doppler/DWD, B/Coler Dopplerd/Color M
Now 20 Includes imaging for guidance of blopsy
Note J: Ineludes infectility monitoring of follicle devetoprnent
Note 4: Color M-maode
Note 5: For example: thyroid, parathyroid, breast. serounn and penis in adul, pediaiic and neonatal patients
Note 6: Abdomingl organs and peripherai vessel .
Note 7; Tissue Harmenic imaging (THI)
Nofe 3: 3D imuging
NMote 9 Panommic imaging

Concurrence of CDRH, Ottice of In Viio Diagnostic Devices (OIVD)
Prescription Use (Per 21 CFR 301.109)

L
il g A T

(Division Sigr-Ot) ~ #°
Divisicn ot Radiological Devices
Office of in Vitro Diagnostic Device Evaluation and Safety

Indications for Use , 510K }}\ f 1'[ Z(f C{ (_C 7 ) Seetion 1.3, page 5




Special 3k

J10{k) No.:

Device Name: L3-S for use with SONOACE R7
intended Use: Diagnostic ultrasound tmaging or fluid flow analvsis of the human body as lollows:

SONOACE RT Disgnosue [ hirasound Svsiem

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

Clinteal Appliciiion

Made of Operation {Fincludes simulancous B-mode)

Cieneral
{Track Tonly)

Specific
{Tracks [ & 1D

8 | M| PWD | CWD

Color
Dappler®

Combined ®
{Spee.)

Other
iSpuc)

Ophthalmic

S

Ophthalinic

Feal fmaging

& Other

Fetal {See Nowe 3

Abdomingl

Intra-aperauve (See Note 6)

Iitra-operative (Newro.)

Laparoscopic

Pediaing

Natg |

Nowe 2,5.6,7.9

Small Oreun See Mot 3)

Notg |

Now 2, 5.6.7.9

Neomatat Cephalic

Adule Cephalic

Tranz-recial

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Cardiag)

Musculo-skel {Convent }

Note |

Note 2.5,6,7,9

Musculo-skel {Superfic.)

Noie |

Notw2.3,6.7.9

[ntra-tuminal

Orher (spec)

Cardiae

Cardine Adult

Curdiac Pediatric

Trans-esophugeal (Cardiac)

Orher (spec.)

Peripherntl
Vessel

Peripheral vessei

Nuoe

Now2,5,6,7.9

Other fspec.)

N=new indication; P= previously cleared by FDA K 02063 E= added under Appendix C
Additiena! Comments:
Color Doppler includes Power (Amplitude) Doppler

Mote L2 B2V, BIPWD, B/Color Doppler. B/Color Doppled WD, BrPower DoppledPAWD, BiColor DepplerColor M
Nate 20 Includes imaging lor guidance of biopsy

Note 3; Includes infertility monicoring of follick: development

Note 4: Coler M-mode

Note 51 For example: thyroid, parathyreid. breast, scrotum and penis in adult, pediatric and neonatal palienis

Note 6 Abdominal ergans and peripherat vessel

Note 70 Tssue Hormonie maging (THE)

Note 3: 30 imaging

Note 9: Panorunic imaging

[ndications tor Use

Concurrence of CDRH, Oftice of In Vitro Dingnestic Devices (OIVD)

Prescription Use (Per 21 CFR 801.109)
C

{Division Sign-Offf ~
Division of Radielogical Davices
Office of In Virro Diagnostic Device Evaluation and Safety

o A 26

Section 1.3, page 6



Special LK) SONOACE R?

Diagnosic Lhirasound Svsiem

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

JT0KY Now
Device Name: L3-12/30EP for use with SONOACE R7

lntended Use: Diagnostic ultrasound imaging or tluid How analvsis of the human body as {ollows:

Chinical Application Mode of Operation ( *includes simulaneous B-moude)

Gieneral Speetfic B M PWD cwp Color Combined®
rack [only) {Traeks | & O Doppler* {Spec.)

(Spee.)

Other

Ophihalinic Oplithalmic

Fetal (See NMoiz 3)

Abdominal

Intra-opermtive rSee Vote 0)

Intrn-operative (Neuro.)

Feral hnaging Laparoscopic

& Other Pediantc P P P p Nate |

MNoie

2,50 70.0

Small Grean (Se2 Note 3} p p P ' P Note |

Note

256,39

Neouatal Cephulic

Aduli Cephalie

Trans-recial

Trans-virginul

Trang-urathial

Trans-esoph. (non-Cardinc}

Muscuto-skel. (Convent.) p p P P Nowe |

Notwe 2.8

Musculo-skel. (Superfic.) P g P P Note |

Mot

Wl
sull Bl
~l

a3

o
=i
-

[ntra-luminal

Other (spec.)

Cardiac Adudt

Cardiag Cardiae Pediutric

Trans-vsophageal {Cawding)

Other (spec.)

Peripherad Peripheral vessel & P P fr MNote |

Netwe 2

3.6,7.9

Vessel Othet (spec.)

N=new indication; P= previously cleared by FDA K102063; E= added under Appendix E
Additional Commeres:
Color Doppler includes Power { Amplitude) Doppler
Note 1 8rvL B/PWD, B/Color Doppler, BrColor Doppler/PAVD. BiPower DopplerPWID, BiColor DupplerfCulur M
Nute 20 Includes fimaging for cuidance of biopsy
Note 30 neludes m[t_milt\ menitoring of follicle (lu&.lopmuu
Note +: Color M-mode
Note 30 For examnple: thyrofd. parathyroid, breast, \LIUllITI! and penis in vl pediatne and neomatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Hanuonic Inaging (THD
Note & 3D imaging
Mote & Panorainic imaging

Concurrence of CDRH, Otlice of [n Viwo Diagnostic Devices (OIVD)
Prescription Use (Per 21 CFR 801.109)

5 a4y

/ 4,/, / // J C .
(Division Sign-Off} .

Division of Radiological Devices

Vitre Diagnostic Davice Evaluation and Satety

Indications tor Use 510K V‘\ \ AL (_/

Office of In

Section 13, page 7



Speutal ZiD{KR)

31000 No;

SONQACE RT Diagnosic Ulirsouwnd Svsem

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

Device Name: HL3-12ED for use with SONOACE R7
[ntended Use: Diagnostic ultrasound imaging or ttuid flow analvsis of the humarn body as follows:

Clinical Apphication

Muodde of Operation (Fincludes simulianeous B-mode)

Gengrad
{Track [ oniy)

Spueitic

(Tracks { & 111

B

WD CWL

Color
Doppler*

Combined*®

(Spuc)

Cither
{Spec.)

Ophthainue

Ophihalmic

Fetal Imaging

& Ocher

Fetat (See Noie 5y

Abdominal

ntra-operative (See Note fj

Intra-operative [Nouro,)

Laparoscopic

Pedintrie

Note |

Note 2, 3.6, 7.9

Sinall Organ (See Nate 3J

Note |

Now?2,3,6,7.9

Neonatal Cephalic

Adlult Cephahic

Trans-restal

Trans-vaginal

Trans-wrethad

Trans-esopit. {non-Cardine)

Musculo-skel. {Convent.)

Note |

Now 2. 35,6.7.9

Musculo-skel. {Supertic.}

Note L

Now 2. 5.6,7,9

Intra-fuminal

Other (spec.)

Curdine

Cardiae Adult

Carding Pediatric

Trans-esophageal {Cardine)

Other (spec.)

Peripheral
Vessel

Peripheral vessel

P

Note |

Now?2, 56,79

Other (spec.)

M= new indicuwion: P= previously cleared by FDA K102063; E= added under Appendix E

Additional Comments:
Color Doppler includes Power { Amplitude) Doppler

Noie b BV, B/PWD, BiColor Doppler, B/Color DopplerPWD, B/Power Doppler/PWD, BiColor DopplerColor M

Note 2t Ineludes inuging for guidance of biopsy

Note 3: Includes infertility moniioning of tollicle development
Note 4: Color M-mode
Note 31 For example: thyroid, parathyroid. breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripherai vessel
Nowe 7: Tissue Flunmonic Taging {THID
Note 3: 3D imaging

Mote @ Panorunic imaging

Concurrence of CDRH, Cifice of In Vivo Diagnostic Devices (OIVD)

{ndications for Use

Prescription Use (Per 21 CFR SO1.109)

' 4 %z/% wd //57/ ﬁ//’ﬂzw~w

Division of Radiological Devices )
Office of In Vitro Diagnestic Device Evaluation and Safety

(Divisién Sign-Otf)

3

aox JANZ Gl

Section 1.3, page §



Special 210(k) SONOACE R7 Diagnesie Ulrasownd Sysicm

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

S10(k) No.:
Device Name: P2-4AH for use with SONOACE R7
Intended Use: Diagnostic ultcasound imaging or luid flow analysis of ihe human body as follows:

Clinical Application Mode of Coeration CKincludes sinultancous B-moede)
Gengral Specific B| M | PWD Cwi Color Combined* Orher
{(Track lonly) ) (Tracks 1 & 11D Doppler® (Spex.) (Spee)
Oplhaimiz Oplubaline

Fetal £Sze More )
Abduininal Py p p p Note' | Nowd, 7

[ntra-operative [Soe Mowe 6)

nirz-operative (Neura,)

Feal fmaging [Laparoscepic
&  Other Pudiatric

Small Organ (See Newe 37

Neonatl Ceplualic
Adult Cephalic pl e P P I* Mot | Nate 4,7

Traws-rectal

Trans-vaginal

Trans-urethil

Trans-csoph. (non-Cardiac)

wusculo-skel. (Convent)

Musculo-skel. (Supertic.)

{ntre-Tuminal

Other (spee.)

Cardiac Adult p P p ¢ P Note | Note 4.
Cardiac Cardine Pedianic P P p P P . Note | Note 4,

N )

Trans-esophageal {Cardiac
phag

Cther (spec.)

Peripheral Peripheral vessel

Vessel Other (spec.)

N=new indication: P= previously cleared by FDA K102003; E= added under Appendix E
Addirional Comments:
Color Doppler inclades Power (Amplinde) Doppler
Note b BV, B/PWD, BiColor Doppler, BiColor Doppler/PWD, B/Power DoppleryPWD, BiColor Doppler?Color M
Note 2 Includes imaging for guidance of biopsy
Note 30 Ineludes infertility monitoring of lollicle development
Note #: Color M-mode
Note 3: For example: thyroid, parathyreid. breast. scrotam and penis in adult, pedintric and neonatal paticnis
Note 6: Abdominal eroans and peripheral vessel
Note 7: Tissue Harmonic lmaging {THI)
Note 3: 3D imaging
Note 9 Panornnic imaging

Concurrence of CDRH, Otfice of In Viro Dingnostic Devices (01VD)
Preseription Use {Per 21 CFR SO1.109)

y

- (Divisior Sigh-0iy ~ ~
Divisicn of Radiological Devices
Cfiice of In Vivo Diagnastic Device Evaluation and Saleiy

Indications for Use. . ' S10K _s V’\ \\ 2(_6('{ L( ] s ' 'Séc[ibn 1.3, page 9




Spactal Stk

510(k) No.:

Device Name: SDCZ-6 for use with SONOACE R7
tHuid flow analysis of the human body as {ollows:

SONOACE R Diggnoste Elivasound Svaiem

DIAGNOSTIC LETRASOUND INDICATIONS FOR USE STATEMENT

Itended Use: Diagnostic ubirasound imasing or

Clinigal Application

Mule of Operarion (Fingludes simualaneous B-mode)

Genieritl Specilie B M| PWD CW[ Color Combined* Other
{"Track Tonly} {Tracks T & 1H) Doppler® (Spre) {Spec
Cplubalinie | Ophthadmic
Fewl fSee Noie 3) P I P P Note | Noie 2,7, 8
Abdominal L p p Note | Mow 2. 2.8
Intr-operative fSee Now 6
Intrm-npuiative (Newre,)
Fetal tmaging Laparoscopic
& Other Pudinivic p i P P Natz | MNoiw 2, 7.3

Small Drgan £See Now 5)

Neomal Cephalie

Adult Cephalic

Truns-recial

Trans-viuinal

Trons-urcihual

Trans-gsoph. fnon-Canding)

Nuseulo-skel. fConvent,)

Museule-skel. {Supertic.)

[ngra-furinai

Other (spec.)

Cardipe

Cardiue adule

Cardine Pediatric

Trans-esophageal {Cacdine)

Other {spec.)

Peripheral
Vissel

Peripheral vessel

Other (spec.)

N=new indication; P= previously cleared by FDA K102063: E= added under Appendix E
Additional Comments:
Color Doppler tncludes Power (Amplitude) Doppler
Note 1 B/ML B/PWD, BrColor Doppler, B/Color Doppler/ PAYD, B/Power Doppler/PWD, B/Color DopplerColor M
Note 2: Includes inaging tor guidinee of biopsy

Note 30 Includes infurtility monitoring of follicle development

Note 4: Color M-mode
Note 3: For example: thyroid. parathyreid, breast. seromm and penis in aduit, pedinaric and neonatal palienis
Note 6: Abdominal organs und peripherl vessel
Note 7: Tissue Harmonic lmaging {THI)
Note 3: 3D imaging

Note 9 Panoramic imaging

Concurrence of CORH, Office of In Vire Diagnostic Devices {OIVD)
Prescription Use (Per 21 CFR 801.109)

Indications for Usc

-

(Civision Sign.Ot)

Division of Radiological Devices

Offie of In Vitro Diagrostic Davice Evaluation and Safety

510K ]’L\H'Z(_[L[(;

Section 1.3, page 10



Spectal FHiky

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

3100k} No.:
Device Name: J04-83F7T tor use with SONOACE R7

[niended User Diagnestce ultrasound iaging or fluwd How analvsis ol the human body as follows:

SONOACE 87 D gnosiic Uhrsound Syvee

Clinical Application Mode ol Operution Cineludes simultmeous B-imede?
General Speeilic 81w | MWD CWD Color Combined™ b
(Track Lonly) {(Tracks 1 &M} Doppler= {Spec.) {Spee )
Ophihalmic Ophthahmic
Fetal (See Mare 3) i p P P Note | Note 178
Abdonnmal p ] p P Note t Note 2.7, 3

fnt-openitive (See Nore §)

[nts-aperive (Newro

Fetal Imaging Luparoscopic

& Qiher Pediatiic ) P P P P Mo | Now 2, 7.3

Small Orean (See More 3}

Meonuie] Ceplintic

Adult Cephalic

Trans-rectul

Trans-vagind

Trans-urethral

Trans-esoph. {non-Canliac)

Muscuto-skel. (Convent.)

Musculn-skel. (Supertic. )

Intra-haninal

Other (spec.)

Cardize Aduly

Cardiac Candize Pediatric

Trans-esophageal (Canliac) t

Other (spec.)

Peripheral Peripheral vessel

Vessel Other (spec.)

N=new indication; P= previously cleared by FDA K102063: E= added under Appendix £
Additional Comments:

Color Doppler ineludes Power (Amplitude) Doppler

Note [: BAM, B/PWD, BiColor Boppler, B/Culor Dopple/PWD, BiPower D()pplu.'['\\'D BiCelor DopplerColor b
Note 2t Ineludes imaging lor guidance of biopsy

Note 30 Ineludes infertility menitoring of follicle development

Note 4 Color Momode

Note 31 For exainple: thyroid, pazathyroid, breast, scrotum and penis in adult, pediawic wd neonatai patients

Note 6 f\bdmmml organs and peripheral vessel

Note 7: Tissue Harmenic [maging (THQ)

Note 31 30 imaging

Note 9: Panoramic imaging

Concurrence of CORM, Oittee of In Vitro Diagnostic Devices (OHV D)
Prescription Use {Per 21 CFR 801 109)

{
ey .
42:;2 A //_/‘ZZK
) {Division Sign-Qf

Division of Radiolegical Davices
Cfiice of In Vivro Diagnostic Device Evaluation and Saiety

[l}(licaticfns for Use. . ' . S10K }-\ \ \auq (./ o S o Section 1.3, page 11




Spevial 306K} _ SONGACE R Divgnosie Ulirsound Sestain

DIAGNOSTIC UGLTRASOUND INDICATIONS FOR USE STATEMENT

SHk) Now:
Device Name: C2-3 for use with SONOACE R7
[niended Use: Diagnostc ultrasound tmaging or Nuid flow analvsis of the human body ay follows:

Clinicd Application Node of QOperation {Tincledes shnultmeeus Banode)

General Specitic 3| o™ | PWD CWi Color - Combined* Other
tTruck Lonly) (Tracks | & (1) Doppier® (Spee } {Spec.)

Ophthalimic

Ophithalimic

Futul fSee More 3) NiEN N N Now Nuotes 2078
Abdominal N N N N Mo 3 Notes 2.7.3

Intr-operative (Sec Note 6)

Intea-uperative (Newo.)

Fetal lmaging Lapamscuopic

-
2

& Other Pecliarie N N N N Mot | Notes 2,
Small Organ (See Nowe 3)

Neonatal Cephalic

Adukt Cephalic

Tuns-rectal

Trans-vaghn! -

Treans-urathed

Trans-csoph. {non-Cardiue)

Musculo-skel, (Convent,)

Musculo-skel. (Superhic.)

[ntra=lumipal
Other {spee.)

Cardiac Adult
Cardiac Cardiac Pedianie

Trans-esophageal (Cardiac)

Other {3pec.)

Peripheral Peripheral vessci
Vissel Other {apee.y

N=new indication; P= previously cleared by FDAL E= added under Appendix E
Additional Comments:
Color Doppler includes Power (Amplitude) Doppler
Note |2 BAVL B/PWD, BiColor Doppler, B/Cotor DoppledPWD, B/Power Dopples/PWD, B:Calor DoppleCulor M
Note 20 Includes inuging toe guidiance of biopsy
Note 31 Includes infertility monitoring of foliicle developmen
Note 4: Color M-mode
Note 3: For example: thyroid, parathyroid. beeast, scrowm and penis is ndult. pediatic and neonatal patices
Mote 6 Abdominal organs and peripheral vessel
MNote 7: Tissue Harmonic tnwaging {THIY
Mot 8: 3D nmaging
Note 90 Punornie imaging

Coneurrence of CDRH. Otfice of in Vivo Diagnostic Devices (Q1VD)
Prescription Use (Per 20 CFR 8G1.109)

ﬂ,{mw// ﬂ/////

{Division Sign-Off)
. Division of Radiological Devices
COffice of In Virro Diagnostic Device Evaluation and Safaiy

516;( f/—\ ‘ |Q LCL'{ Lf

Indications for Use Section .3, page 12
: . 3. page 12




Socciad SHck) SOUNOACE RT Dregneste b lingsound soaem

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

SHOk) No.:
Device Name: C4-9/10ED or use with SONOACE R7
[ntended Use: Diamostic ultrasound imaging or fluid flow analysis of tic human body as follows:

Clinical Application Mode of Operation (fincludes stimulinevus B-mode)
General Speciiic Bl M| PwWD CwWin Colar Conmbungd™ Other
{Timck 1 only) {Tracks L & 1D Dopler™ (Spue.) {Spec.)
Ophihalmnge Opluhatimic | |
Fuind (Sez Now J) P p o I Note | Nows 2, §
Abdominal p p fi I’ Nute | Notes 2,8

Int-operative (See Mote )

lntiu-operative (Newro, ) i

Fetad Imaging Luparoscopic

& Ouher Pediatne p P P P Noie | Nows 2,8
Small Orvgan fSee Mowe 5} P P I & Noie | Motes 2,3
Neonatal Cephalic p 5 p : [ Mo | Nores 2,8

Adult Cephalic

Trans-rectal

Tranz-vaginal

Trans-vrethiat

Trans-esaph. (non-Cardiac)

Muscuto-skel. (Convent.)

Muscuto-skel, (Superlic.)

[nira-luminak

Other (spec.)

Cardiac Adult

Curdiae Cardiae Pediatie

Trns-esophageal (Cardiuc)

Other (spue.)

Peripheral Periphernl vessel I I P |’ Note | Notes 2.8
P
Vessel Other (3pec.)

N= new indication: P'= previously cleared by FDA K093714: E= added under Appendix E
Additiona! Comments:
Color Doppler includes Power (Ampliwede) Doppler
Notw |1 B/M, BIPWD. BiColor Doppler. B/Color Doppler/PWD, Brlower Doppler PWE, B Color DopplerColor M
Note 20 Ineludes imaging for guidance of biopsy
Note 3o Includes infertiliey monitoring of follicle development
Note #: Color M-maode
Note 5: For example: thyroid, parathyroid, breast. serotuny and penis in adult, pediatic and neonatal paticats
Nuote 0 Abdominal organs and peripheral vessel
Nate 7: Tissue Hannonie Imaging (THD
Now 8. 3D imaging
Note 9 Panorunic aging

Cancurrence of CORH, Oitice of In Viro Diagnostic Devices (O1Y )
Preseription Use (Per 21 CFR 801.109)

' . _ i
i - DN i
/. L(%/ /;’7 2 9 /év
v (Division Sign-Oty ©

Division of Radiological Devices
Office of In Viro Diagnostic Device Evaiuation‘and Safaty

indications for Use . 510K ,’)\\ l a (e L{ (—f l ) Seetion 1.3, page 13




Special 310K SONOALE RT Dingnestic Llicasownd Saaiom

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

SOk Noo
Device Name: LN3-12 for use with SONGACE R7
ntended Use: Diagnostic ultrasound imaging or Quid Qow anatvsis of the human body as follows:

Clinicad Applicution Muodue af Opemtion (*includes simulizneous B-node)
General Speeific Bt A PWD CwWD l Culor Combiied® Otleer
{Track L onlyvy {(Tracks 1.8 TH) Dopeler? (Spec.) {Spee.}
Ophthalmic Ophthalinic
Fetal (Sez Nowe 3/
Abdominai
niva-operative (See Nore 6) |
Inire-opertive {(Newro.} I l |
Fotl Tmaging Laparoscopic
& Oiher Pedine P p I’ It Note | Nores 23,6
Small Orean (See Nowe 3/ P p I i ot | Notes 2.3.6
Neonat] Cephalic l I |
Adult Cephalic |

Trans-regtal

Transg-vaginal
=

Trans-uretlual

Truns-¢soph. (nen-Cardiae)

Musculo-skel, (Convent.) P I P [ & P Note | Nowes 2,34
Muscule-skel. (Supertic.) |4 l p I p P Note | Nowes 25,6
Intru-luminal l

Other (spee.)

Cardine Adult

Cardiae Cardiac Pediatric

Trans-esophageat (Cardiae)

Other (spee.)

Peripheral Peripherul vessel i p I P Note | Notes 3,6

Vessel Othee (spue.) '

N= new indication: P= previously cleared by FDA K103722: E= added under appendix E
Additionul Comments:
Color Doppler includes Power (Amplitude) Doppler
Note 13 BM, BIPWD, BiCotor Doppler. B/Color Dopple PAWD, BePower Dopplen PAYD, BiColor Doppler!Color M
Nute 2: Includes imaging for guidance of hiopsy
Note 3: Includes inlertitity monitoring of tollicle developmen
Note 4: Color M-mode
Note 3: For example: thyroid, pavathyroid, breast, serotnm and penis in adult, pediauic and neonatal patients
Note 6: Abdonunal organs and peripheral vessel
Nee 7: Tissue Hanmonic Imaging (THD
HNote §: 3D imaging
Note 9: Panoramic imaging

Concurrence of CORH, Office of In Vitro Diagnostic Devices {0IVD)
Preseription Use (Per 21 CFR Sﬂl 109)

D ) /),_‘-.h

" (Division Sign-OH~
Divisisn of Radiological Devices
Office of in Vitro Diagnostic Device Evaluaton and Safety

I edl

Indications for Use 510K Section 1.3,.page |4




special JT00k

3100k No-

Device Name:

SONOACE

17 Dhagnosoe Ulieound Sysien

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATENMENT

P3-7AC for use with SONQOACK

R7

Itended Use: Diagnosiie vliraseund naaging oy {luid Sow analvsis of the human body as follows:

Clinical Applicauon

Mode of Operation { “includes

simulianeoos B-neded

Generat Speciile B| M | PWD[| CWD Color Combined® Other
(Track | only) {Tracks 1. & 11 Doppler® {Spee) {Spue.)
Oplithalimie Oplahadinic
Fetal (Sce Nore 32
Ablenminal P I it e I Note | Noie#d, 7
Intra-operative (See Nove £
Intra-operative (Neuro.}
Feal Imaging Laparoscopic
& Other Pediatric | ] } I
Small Orzan (Sexr Noww 3) [ '
Neonatat Cephalic I
Adult Cephalic P I p 4 p Note | Not 4. 7
Trans-rectut
Trans-vaginad
Trana-urethral
Tranz-csoph. {non-Curdiach
Musculo-skel. (Convent.)
Muszulo-skel. (Supertic)
Intea-luminat
Other (spue.)
Curdine Adult Py P p p Note | Nole 4, 7
Cardliae Cardiae Pudiatic [ p d p P Note | Now 4, 7
Trans-csophageal (Cardiag)
Other (spec.)
Peripheral Peripheral vessel
Vessel Other {spee.) |

N=new indicazion; P previously cleared by FDA K0937 14 E= added under Appendix E
Additional Comments:
Color Doppier inclutles Power (Anplitude) Dappler

Note |:
Now 2:
Note 3t
Note 4+
Note a:
Note 6:
Note 7.
Note §:
Noie 9

B, BIPWD, B Colur Doppler. B/Color Doppler/FW D, B/Power DoppledP WD, B/Color DapplerColer M
Includes fnmging for guidunce of biopsy

fncludes infentility monitoring of tollicle development
Color Manade .
For example: thyroid, parattyroid, breast. seronan and penis in adult pediatic and neonal patients
Abdominal organg and peripheral vessel
Tissue Harmonie Imaging (THD
30 imaging

Panormic imaging

Conummu of CORH, Ottice of fn Visro Diagnostic Devices (O1VD)

[nclications for Use

Prescription Use (Per 21 CFR $01.109)
vy
A

(Dlwsnon Sign Off)"
Division of Radiological Davices

Office of In Vitre Diagnostic

Device Evaluation and Safety

S10K

AT G

- Section 1.3, page 13



soeciel 3Mck) SONOACE RT Draginostic Dliresound Sysiem

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

SH0(k) Nou:
Device Naine: 3D4-9ES {or use with SONOACLE R7
Intended Use: Diagnostic ulrrasound tmaging ov uid How analysis of the human body as follows:

Climeal Application Mode o Operation (*acludes simulaneous B-mode)
Genenul Speeitic B0 M WD | CWD Color Combined* Otier
{Truek Loniv) (Tacks L&Y Dappier= {Spee.) {Spue.)
Ophtiahine Ophihatmic

Feil (Saz Noie 3}

Abdominal

Init-opemtive (See Mo 4)

Intm-opurative [ Newro,)

Fetal linaging Laparoscenic

& Other Pedhatric

Swall Organ (See Vg 52

Neonatal Cepliadic

Wikl Cepliatie

Trans-rectal [ P I I Note | Now?2, 7,3

Tiais-virgina! P I A P Note | Nowe 2.7, 8

Trans-urethmal

Tranz-esoph. {non-Cardiuc)

duscule-skel. {Convent )

Musculo-skel. (Supertic.}

Inta-luminal

Other (3pze.)

Curdine Adult

Carndiac Cuardine Pediatric

Taas-csophagenl (Cardiac

Qiher {3pec.)

Peripherul Peripheral vessel

Vesael Other{spec.)

N= new indicaiion: P= previously cleared by FDA K093714; E= added under Appendix E
Additienul Comments:

Color Doppler includes Power { Amplitude) Doppler

Note 1 Bl BPWD, BiCoior Doppler, BICalor Doppled PWD, BiPower Doppler/PWE, BiColor DopplerColor M

Note 2 Includes wnaging for guidance of biopsy

Note 31 Includes intertiling monitering of follicle development

Note d; Color Manode

Note 3 For exingler thyroid, parathyroid, brest. serotum and penis in adult, pediatic and neonatal pazicns

Note 6 Abdominal orguas and periphenal vessel

Note 7: Tigsue Hirmonie bnaging (UMD

Notwe 830 inaging

Nate 8: Panorminic imaging

Concurrence of CDRH, Office of In Viro Dingnostic Devices (OFVD)
b1 'C-GCI'I{\[I()I) Use (Per 21 CFR 801.109)

///q/ﬁ,///)z M/‘

T (Division Sigh-Otf)
Division of Radiological Devices
Office of In Vivo Diagnostic Device Evaluation and Safety

j}\ l ( Q ({JL{U Section 1.3

(ndicatons tor Use

510K

, page 10



