
5 10(k) I'remarket Notification SON()ACE' R7 Diagnostic UltraSOUnd System p. /

510(K) SUMMARY OF SAFETY AND EFFECTIVENESS

Trhis summary of safety and effectiveness is provided as part of this Premarket Notification in
compliance with 21 CFR, Part 807, Subpart 13, Section 807.92.

1. Submitter'slInformation:.21 CFR 807.92(a)(1)

MEDISON CO., LTD.
1003, Daechi-dong, Oangnam-gu.
Seoul 135-2804 Korea

AVG Oo2
Contact Person:
Kyeong-Mi, Park
Regulatory Affairs Manager

Telephone: 82.2.2194.1373
Facsimile: 82.2.556.9209

- Data P repared: July 2, 2010

2. Name of the device:

Common/Usual Name:
Diagnostic Ultrasound System and Accessories
Proprietary Name:
SONOACE 1(7 Diagnostic Ultrasound System

Classification Names:- - FR Number Product Code
Ultrasonic Pulsed Doppler Imaging System 892.1550 IYN
Ultrasound Pulsed Echo Imaging System 892.1560 IYC
Diagnostic Ultrasound Transducer 892.1570 FFX

3. Identification of the predicate or legally marketed device:

K1I00 186, MySono US5 Diagnostic U trasouind System
K093714, SONOACE X8 Diagnostic Ultrasound System
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5 10(k) Premarket Notification SONOACE R7 Diagnostic Ultrasound System

4. Device Description:

The SONOACE R7 is a genera! purpose, mobile, software controlled, diagnostic ultrasound system. Its
function is to acquire ultrasound data and to display the data as B mode, M mode, Color 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 - , Safety requirements for Medical Equipment
- CSA C22.2 No. 60 1. 1, Safety requirements for Medical Equipment
-I1EC60601 -2-37, Diagnostic Ultrasound Safety Standards
- EN/1EC60601I-I, Safety requirements for Medical Equipment
- EN/IEC60601-l-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
-IlEG 61157, Declaration of the acoustic output
- 1S010993-1, 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, Adult Cephalic, Trans-
rectal, Trans-vaginal, Muscular-Skeletal (Conventional, Superficial), Cardiac Adult, Cardiac Pediatric,
Peripheral vessel.

6. Technological Characteristics:

The SONOACE R7 is substantially equivalent to the SONOACE XS Diagnostic Ultrasound System,
cleared via K093714, and the MySono US Diagnostic Ultrasound System, cleared via K1 001 86. 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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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

44 ~ ~~~~~~~~~~~~~~~~~~~~~~~~Food and Drug Administration
10903 NewvHamrpshire Avenue
Document Control Room -W066-G609
Silver Spring, MD 20993 -0002

Medison Co., Ltd.
% Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services LLCAU0621
1394 2 5t1h StreetAU
BUFFALO MN 55313

Re: K102065
Trade/Device Name: SONOACE R7 Diagnostic Ultrasound System
Regulation Number: 21 CER 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: TYN, IYO, and ITX
Dated: July 22, 201 0
Received: July 23, 201 0

Dear Mr. Job:

We have reviewed your Section 5 1 0(k) premnarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subjedt to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annmal registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

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

Transducer Model Number

C2-8
ER4-9/l OED
EV4-9/10ED

L3-8
L5-12/5OEP
HL5-12ED



Page 2 - Mr. Job

P2-4AH
3DC2-6

3D4-8ET

If your device is classified (see above) into either class IL (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulationsaffecting your device
can be found in the Code of Federal Regulations, Title 2 1, Parts 800 to 895. In addition, FDA
may publish further announcements concerning your device in the Federal Regzister.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complieswith 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
CER Part 807); labelihg (21 CFR Part 80 1); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFL{ Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

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

if you desire specific advice for your device on our labeling regulation (2.1 CFR Part 80 1), please
go to http://www.fda.2ov/AboutFDA/CentersOffices/CDRH/CDPHOffices/ucm 115809.htrn for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR 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/Safetv/ReportaProblem/default.htmn for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Jana Delfino at
(301) 796-6503.

Sincerely yours,

Donald4J. t ierre
Acting Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device
Evaluation and Safety

Center for Devices and Radiological Health

Enclosure(s)



5 It(k) ['remarket Notiication SOINOACI R7 IDiagniostic itraSouitnd Systen,

SECTION 1.3
INDICATIONS FOR USE

5 10(k) Number (if known) K 102-065 AVD D 6,wi9
Device Name: SONOACE R7 Diatnostic Ultrasound System

Indications for Use:

The SONOACE R7 Diagn ostic 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 Organ, Adult Cephalic, Trans-rectal, Trans-
'vaginal, Muscu~lar-Skeletal (Conventional, Superficial), Cardiac Adult, Cardiac Pediatric, Peripheral vessel.

Prescription Use _____Over-The-Counter Use
(Part 21 CFR 801 Subpart D) AND/OR (21 CPR 801 Subpart C)

(PLEASE DO NOT WRIlE BELOW tillS LINE-CONILNUE ON ANOTHIER PAGE OF NEEDED)

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

(Division Sign-Off)
Indications lot Use Office olin Division of Radiological Devices Section 13. page IIndications tireUse Office of invitro Diagnostic Device Evaluation and Safety

510K C



51l0(kt Preisarket Notification SC)NOACEF 1(7 Liatunostic Mims .r... id System..

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: SONOACE R7 Diagnostic Ultrasound System
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinica Appi iac oat Mo~de 0t 0 llt ( 'dadeluds iinrIanous itnoe
Getteral Specific U M PWD1 CWD Color C,, biued' oilier

(track I tonly) C traks I & It) DoPpp tr (spec,) (Spec.

ophthttamic ophthalminc

Fetal (Nc, Nw, 3) N N N N Note I Notes 2. 7, 8
Abdotuitat N N N N N Note I Notes 2, 4, 7,

lttrdt-operaiive gPkc iNoe 6)

fetal Istlgimg La paroscopte

& Other Pediatric N N N N Note I Note 2, 5~ 6. 7, 8, 9

Small OCilait (S- Nn ) N N N N Note I Note 2, 5. 6, 7, 9

Neonatald Cephliatc

Adulft Cepisatic N N N j N N Note I Note 4, 7

t rains-rectal N N N N Note I Note 2,89
treats-vagititt N N N N Note I Note 2, 8

1 raas-ureth rat

[ran,-soplt. (non-Cardiac)

musculo-sket. (Convent.) N N N N Note I Ntite 2, 5, 6, 7, 9
Muscuto-skl. (Superfie.) N N .N N Note I Note 2, 5, 6.7, 9

other (spec.)

Cardiac Adult N N N N N Note I Note 4, 7
Cardiac Cardiac Pediatric N N N N N Note I Note 4. 7

ltrtstes.esptnagea (Cardiino)

other tspec.)

Peripheral Periplteral vessel N N N N Note I Note 2, 5, 6, 7, 9
Vessel OJtter (spec.)

N= new indication; I,= previously clmtred by FDA; E= added under Appetndtx E
Additional Comments:

Color Doppler includes Prower (Atnaplitude) Doppler
Note, I: U/M. Ll/PWD, LI/Color Doppler. U/Color Dupipter/PWD), U/owr .ppleIPWD, U/Colo Doppler/Coor M
Note 2: Includes imaging fhtedr giac of biopsy
Note 3: Includes infettility inctitring of follicle developmencrt
Nate 4: Color M-toode
Note 5: For examnple: lthyruid. parathiyroid. breast, scrotum, ;ad penis its adtult, pediatric and teottatal paticetts
Note 6: Abdominal organs andi peicpheral vessel
Note 7: t issue I latmuoni Iugging (l1 1)
Note 8: 3D itnaging
Note 9: ano..raic imaging

Concurrence of CDRlI. (J ilice of Ii, Vitro Diagnostic Devices (OIVD)
Prescription Use (Per 21 CFR 801 109)

Indications for Use Section 1.3, page 2

Office Of InVtr ig s DvcEvuainndaft

510K II)hO~
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510(J(k) rieniarket N siti~t atios SONOACF. 1(7 lDiagnsostic UlItrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: C2-8 for use with SONOACE R7
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the humnan body as follows:

Clinical Application Mode of Operaion ('inclades siniull~aeos U-mode)
General Specific U M PWD CWD Color Coatbied' Other

(fInke I ott ly) (Itucs I & Ill ) 0 opp ci (Spec.) I Spec.)

Ophthalmic oplit~hatiac

Fetal /Sc-e Na ..C3 P P I' -p Note I Nots 2, 7, 8
Abdominal P p Ip1 Note I Notes 2, 7, 8

ttiln-operative lNre V's/c- 6)

tutri-operatire (Nestro.)

FIcLb I In ghg Laptnoscoplc

& 0ther Pediatric p p I' I Note I N ote 2, 7. 8

Small Organ (Sc Now 3)

Neomnatl Cephlieni

Adnilt Ceptslic

'rans-recia I

'rsuns -,.,kon a

I rans-uretltual

I ouns-esopl. (on-Cardiac)

Minsculo-ske.1 (Convent.)

Musculo-sket. (Superfic.)

Intra-luniiial

Other (specjl

Cardiac Adult
Cardiac Cardiac Pediatric

lr.anssphiagea I Cardiac)

Otlher (spec.)I

peripheral Peripheral vessel
Vevsse other (speel)

N= new indievation P= previously cleared by FDA K0937 14; E= added under Appendnx h
Additional Comments:

Colo Doppler incldsPower (Amplitude) Doppler
Note 1: BIM, L3/PWD, U/C.olo Doppler. 13/Color Doppler/PWI). tiJPower Dopplerlt'WD, B/Color Doppler/Color M
Nnot 2: Includes imo.agin or gudance ol biopsy
Note 3: Intctudes infertility monitoring of follicle developnneat
Note 4: Color Muotode
Note 5: For exiample: ithyrsid, para thyroid. breast, scrotum and penis in adult, pediatric stud neonatal patients
Note 6: Abdonnintal oras and peripera xvessl
Note 7: l issac I larnnonic Irmaging (TI I 1)
Note 8: 3D intaging
Note 9: Paunoraic imtaging

Concurr-ence or CDRI(1, Office o( In Vitro Diagnostic Devices (OIVD)
Prescription Use (Per 21 CFI( 8011.lot))

Indications for Use Section 1.3. page 3

(Divsion Sign Oft)
Divston of Radaologicoj Devces

Office Of In Vitro Diagnostic Device Evaluation and Safety

510K JA \) S
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510(Kk P remark cc Notification SONOACFE (7 lDiacnoslic Uitreesoueed System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: ER4-9/IOED for use with SONOACE R7
Intended Use: Diagnostic ultrasound ima ing or fluid flow analysis of the human body as follows:

Clinical Appliat iota Mode of 0 m.es ( includes si eta c Iaeos 0-mo~de)
G.,neral Specitc 3 M 'WD) CWDU Color C ..et bioed' 0Other

(I etek I only)W (track, I & III Dopple' (Spec.) (Spec.I

ophthtalmtic ophthalmic

:Ftal $ee Wcg 3J

lotrnt-opcra.st ~ce NearMy 6)

lnrt-operaliso (Neuro.)

I ewt I lapin Lspceroseopee

& Other, Pediatic

Neonatal Cephalic

Adult Ceptiatic

ltitt~~s-ecclal ~ P P I'P Note I Notes 2, 8

lori-vgier P P P Note I Notes 2, 8

Itrans-noreti ra

l'ons,-esoph, (on.-Cardiac)
Mstscuo-skel. (Convent.)

Mosculo-skel. Iupri.

Inr.-lunmor____

Carodiac Adult
Cardiac Cardiac Pcdiatrie

t'rans-esophaea (Cardiac)

other (spec.)

"ipir"tPcnlermul vessel
Vessel Othber (spec.)

N= new indication; l'= previously cleared by FDA K0937K I4:= added utader Appendix E
Additional Comments:

Color Doppler includslc Powecr (Amplitude) Doppler
I) Ntot I: ! BM, B/PW D, U/C.olo Doppler. [3/Color Doppler /PWD, 0/Power DopplerlPWOD, 3/Color, Dsepplei /Csstor M

Note 2: Include imgigor gudance oF biopsy
Note 3: Includes itifeeility munitoring of follicle developtment
Note 4: Color Mmo~de
Note 5: For eamople: th yrid. parath ym(Cid. breast, ki sotiet and petti in adult, pediatric netd neonatal patients
Note 6: Abdominal organaC an..d peripheral vessel
Note 7: Tissue Itntioni otnt-ging (fItH)
Note 8: 3D imagling
Note 9: P.noern.i en agte

Concurrence of ClDR 1, Office of In Vitroi Diagnostic Devices (01 VD)
P'rescreptiott lse (IPer 21 CFI( 801.109)

Indications for Use V (Divsion SigndhSeto 13 pg

Division of Radiological Desqoes
Office of In Vitro Diagnostic DeviCe Evaluation and Safety

5)0K6,O 2



5 1(k) Ireniarkel Notification S()NUACE R7 Dliagnostic UttraoUtsd S% stein

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

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

Cinica Application Mode oF 0permlom inmclodes simultaneouts B-mode)
Genera~l specific 13 I WL) CWD Color Combii,ed Other

(I rdk I only) (lhacs I & Ill) Dopplern (Spec.) (Spec.)

oplital mic Oplithalnaic

Felal N, (Nec- Vie.)
Abdominal

I 'int-aperative Nrc No,!6

I firs-opec-aliS (Neoro.)

Fetal Imagin Laparoscopic

& Oilier Pediatic

Snisll0 tgoto (Scc NVte 3)

Neonatal. C~ltalic

Adult Cepltlic

traits-rctal P P p p Note I Not"s 2. 8

trnsa-vaginal p p p p Nose I Notes 2, 8

Iran ..-.tretlral

ra-eopt(ton-Cardiac)

Musclo-skel. (Convent.)

Muscalo-,kel (Sofcrfie.)

ltr-munmitil

Othe(spe,

Cardiac Adult
Cardiac Cardiac Pediaric

trans-esophageal (Cardiac)

Other (spe.~)

ft-iplieral Petipheral vessel
Vessel ofiser (spec.)

N=new indication; (I previously cleared by FDA K0937 14; E= added sander Appendix E
Additional Coaamensts:

Ctalt- Dopple, itteludes Power (Amplitode) Doppler
Note I: WM, LI/PWD, L/Color Doppler-, B/Colo DopplcrPWD. Il/Power Doppler/aW D. B/Color Dojpler/Color M
Note 2: Incsltes imaging For guidace of biopsy
Note 3: Includes infetility tssiocing of FollHicl development
Note 4: Color M-mode
Note 5: For example: ttynuid, paosthsyruid. bress, scrotum and ptetms in adult, pediatric and neonatal patients
Note 6: Abdo.tinal uxgans and peripteral vessel
Note 7: 'iessit H annonic Imaging (I I 11)
Note 8: 3D imaging
Note 9: Panorai magingt~m

Concurrence of CDIUlI, Office of' [I Vitro Diagnostc Devies (01IV D)
Irescription Use tPer 21 CFR 80IA0'))

Indications for Use Section [ 3, page 5

(DWsion Sign-Oft)
Division of Had klogical Deviceas

P ~~~~~~~~~~~~~Oftie Of In Vitro Diagnostkc Dewic Evaluation and Safety

510K C



K10 206-5

51 l(l) t'rernotkel Nolilicatio ... (N()AC.L [(7 D)iagnostic U llrtsoutid System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Name: L-3-8 for use with SONOACE R7
Intended Use: Diagnostic ultrasound iniaging or fluid flow analysis of the human body as follows:

Clinica Applicatio Mode orf ration ('includes simultaneous B.t,o~de)
Genera specific LI M PWIJ CWD Color Conibitid' oilier

Track I only) (1,auks I&HI) opple Se. (Spec.)

Ophthll.. rie ophirluntaic

Fetal fe None 3

Ab~dufai~mas

Intra-operativ ge Nruiu 6)

Inr-praietNeuro.)

s~lt fImaging Lapiarosopic

& Other Pediatric N N N N Note I Note 2. 5, 6. 7, 9

Sm..all Organ (Sec Near 3) N N N N Note I Note 2, 5. 6, 7, 9

Neonita Cephliati

Adult Cept.Iaic

* rItsrc

lrans-.(gm~al

I amtsuretltra

raseopt(tion-Cardiac)

Mstose.(Convent) N N N N Note I Note 2, 5, 6, 7, 9

Museulo-ske1. (pei.) N N N N Note I Note 2. 5, 6,7, 9

tntm-lst1nai1a
other (spec.)

Cardiac Adult

Cardiac Cardiac Pediatric

Irans-esophatra I (Cardiac

olther(se.

Peripheral P.hetil dit vessel N NN N Note I Note 2, 5, ,7
Vessel otlte (spec.

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

Colr D,,ppler includes Power (Amrplitude) Doppler
Note I: BIM, B/IaWD, B/Color Doppler, Il/Color Doppler/PWI). I Dtawr ppterIlPWD, u/Color Doppler/Cotlor M
Note 2: Includes ti ging For guidance ot biopsy
Nitte 3: Includes mittetiity monitoring ot rolltice devek~lop.ent
Note 4: Color M..a,ode
Nate 5: F or catmple: thyroid, parathvtid, breast, scrotun, and peits it, adult, pediatric and rneowaal pattientt
Nate 6: Abdominal organs and periphenadese
Note 7: Haisue I.. amiti ttnatittg ( IIl1)
Note 8: 3D intaging
Note 9: Ptanranaic imaging

Concurrence of CDRI I. 0Cliche of In Vitro Diagnostic Devices (OI VD)
PreCscription U se (P'er 21 CFR 80 1. 109)

liadications For Use Section 1.3, page 6

Divsion of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

I 10K) " s
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5 10(k) 'retnarket Nolificattion SONO ACIF R 7 [)ia gtot 1it UItratsoundic Sv 4Lct.l

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Namne: L5-12/50EP for ulse with SONOACE R7
Intended Use: Diagnostic ultrasound imiagiii or fluid flow analysis of tlie hUmnan body as follows:

CIinicat App!lcatio Mode of 0 tatto, ( ntade I sri til)tne ... s [B-tode)
GenerAl Specific [3 M l'WD CWD Color Combioned' Other

([rack I only) (loeks I & Ill) Doppler. (Spie (Spec.)

Oploltatmie Ophthialmnic

Itl e(StI Mge No 3)

Abdomninal

Intrai-operativ ('S,c Vot 6)

Inropelye(Net' ro

& other Pediatric t' t' P Note I Note 2, 5. 6. 7. 9
Small1 O"rgu (Sec NYote 5) I' t' P Note Note 2, 5, 6, 7,9

Neonatlal Celthalic

Adult Cephalie

t ran.-aginal

lran,s-urethra I

trait s-esopt (non-Cardiac)

usuose.(Convent.) P P P P Nole I Note 2, 5. 6, 7, 9
Musculo-skel.(Sprc. P P P P Note I Note 2. 5, 6, 7,9

It Ia-turisin al

Otlter (spec,)

Cardiac Adnlt
Cardiac Cardiac Pediati.

trans-esophageal (Cardiac)

Other (,Pce.)

Periplheral Poetipiterat vessel P P P P Note I Note 2, 5, 6, 7, 9
Vessel Ote (spec.)

N= new indication; P= previously cleared by FDA K(093714; E= added under Appendix E

Additional Comments:
Coktr Doppler includes Power (Atoplitttde) Doppler

I Note 1: BIM, I3/PWD. B/Color Doppler, 0/Color Uoppler/PWD, u/Power DopplerfPWD, B/Color Doppler/Colr M
Note 2: incues imaging faa, guidance 0 Fbiopsy
Note 3: fIncludes infiecility monitoring oif follicle development
Notc 4: Color M.modc
Note 5: tor exantple: thyroid, para.thyroid, breast, scrotut" and penis in adult, pedittiefi and neonatal patients
Note 6: Abdom~inal oa-gus; and peipberfl vessel
Note 7: tissuie Iloonunic Imaging (1Ill)
-Note 8: 3D irragitig
Note 9: Panoramlic imagting

Concurrence of CDRI I, Office of In Vitro Diagnostic Devies (0IVD0)
['eopto Us IVr2 CFRt 801A09)

Indicaliotis For Use Section 1.3, page 7

(Divsion Sign-OMf
j ~~~~~~~~~~~~~~~~Divsion of Radiological Davies

Office of In Vitro Diagnostic: Device Evaluadon aid Safety

61Kio
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SIO(ik) Prernarket Ncililicali it SONCJACE (7 lDiagttusttc Ullr-astti...l Sy stemt

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name: I-lL-5-I2ED for use with SONOACE R7
Intended Use: Diagnostic ultrasound imnaging or fluid flow analysis of the human body as follows:

Clinetic Application Mode or 0 mion U inclodes simutotneona t-mode)
General Specific U1 M PWL) CWDI Color Combined' other

(hrack I Ott ) (Iahiks I & I! I) DopplIer' (Spec.) (Spec.)

opimiltalmic ophthailmtic

Fetal N*-c Note 3)

Abdomnual

Intra-,per-ltik See Nc ..nC' 6)

lnrsoeaie(Nenoro

entia) lomistagg Laiparocopic

& Oilier Pediatric P P Ip P Note I Note 2. 5. 6, 7. 9
Sal ... 11ogan f(et Note 5J P, P P P, Note I Note 2, 5, 6, 7. 9

Neonatal Cepthal ic

Adult Ceplhalic

Iraimnsrectal

Iratis-,aginal

Itrastt-Lurthral
lirata-esoplt. (non-Cardiac)

Moxscto-skel. (Conveott.) P P P INote I Note 2. 5, 6, 7,
Moseouo-skel. (Superfic.) P P1 p I' None t Note 2, 5, 6, 7, 9

Other (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Iras-eoplage I(Cardiac)

Other (spec.)

Peripheral Peripheral vessel P ' PP Note I Note 2, 5. 6. 7,I
Vessel Other (spec.)

N= new indication: lt' previously cleared by FDA K093714; E= added under Appendix IE
Additional Comments:

Color Doppler incluides Power (Amplit~ude) Doppler
Note I: BIM. BI/PWD, U/Color Doppler. U/Colo, Doppler/PWD). lWtuwcr Doppler/PWI), B/Color DovWlr/Color M
Note 2: ulmaldes iawging for guidance of biopsy
Note 3: Includes infertlity, rantwloring or foilliecl development
Note 4: Color M-ntode
Note 5: For example: thyroid, paratymyrid. breast, scrotum and penis in aditit, pediatric and ticonaal patients
Note 6: Abdomtinal orgains and per~ipheral vessel
Note 7: tissocti I latriurneic tagimmg (lIlt1)
Note 8: 3D imaging
Note 9:Panoramic imagitmg

Concurrence oVCDRI I, Office of In Vitro Diagnostic Devices (01 VD)
Prescription Use (Per 21 CFR 801.109)

Indications for Use Section 1.3, pageS8

Officei ofi VIoDigotcDveEvson and Safety

61_K ____________~
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510(k) 'remnark et Not ificat ion SONOAC F 70 lDiagntostic UltraSOUnd System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Name: P2-4AF1I for use with SONOACE R7
Intended Use: Diagnostic ultrasound ima ing or fluid flow analysis of the human body as follows:

Cinical Application Mode of simultaneousl tis -mo.de)
General[ Specific LI M l'wD (TWD Color Combined' Other

(track I onlyV) ([Thek, I & Ill) Do~ppler (Spec.) lSpe0

Oplhtalmic Ophthalmnic

VetitI Sit Note 3)
AbdomnalV, I' P I' I' I' Note I Nate 4, 7

.Inir-opernv~e r.3,e NMu 6.)

hntr.-operati ye (Neor..).

Foutl Iagin, Lpuproscopic

& Oilier Ped~iatic

Sm~all Organ (S,, VNa- 5)

Neonwata CeplIaic

Afflil Cephalic P P I' P P Note I Nlue 4, 7

lI'n s-rectal

'I rans-wtetlttal

Ira s-esoplt (tton-Cardic

Museolo-ske.(Cvtt.

lntra-lumitnal

Othier (spec.)

Cardiac Adult P P P P P Note I Note 4, 7
Cardiac Cardiac Pediatric P P P P P Note I Nate 4. 7

Other ( spec.)

Perip~lt ert Ptiphecral Vessel
Vessel other (spec.)

N= new indication: I= previooslv cleared by FDA K093714; E= added under Appendix E
Additional Comments:

Colnr Doppler includes Power (Amplitude) JDopple~r
iNote IB IM. l3/PWD. Bt/ColorlDoppler. R/Color Doppler/PWD, B/Power Deppler/PWD. It/Color lDoppler/Color M

Nute 2: Includes iangfor guidance of biogn
Note 3: Ineludes infertility mwmitoring of follicle devel~opmit
Note 4: Color M-mode.
Note 5: For example: thyroid, parathyroid, breist. scroutum aid penis in adult, pediatrie attd neonatal patients
Note 6: Abdominal orsns and periphernal Vessel
Note 7: t issue I tWanaunc Imaging (I1I11)
Note 8: 3D imaging
Note 9: t.out-nie ilitaing

Cetncttrrence of CDIZI I, Office or In Vitro Diagnostic Devices (OIVD)
Prescription Use (Per 21 CMU 801.1Mot

Ittdication~s for Use Sectioti 1.3, page 9

(DrvsioonSigna-OtM
Division of Radiologicai Devices

Offico of In Vntro DiAgrsonc DevIce Eveiusion and Saiety

5010K
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

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

Clinia Applicatlion Mode 0 F Oertion (Uinedude simualtaneous 3-,.ode)
Ge~~o,.1 Specific II M lPWD CWD Color Combinod' Onlier

(IteI)ty Tracks I & liii Dopplcr' tsp~e (Spec)

o0aa 0 olh~ric

F etal f(rt- Vote 3) P, P P, P Note I Note 2, 7,
Abdoinital I I P p I' Note I Note 2. 7, 8

Inira-operativ (SNu Vow 6)

IF I e aaging Laparo.scopic

& Oilier Pedaricm P I' P, I Note I Note 2, 7. 8

Smrall Organ (Sec Vein, 3)

NentlCephalic

Adult Cephialic

Irnses-recta

lIrns-vaginal

Irans-esoph. (non-Cardiac)

Msclsel(Coovent.)

Masceilo-skel. (Stipedirfi

Other (Spec.)

Cardiac Adolt
Cardiac Cardiac Pediatric

lInseohael(Cardiac)

other (spec,)

Peripheral Peripheral vssel
Vessel Oilier (pec. )

N= new indication; l' previously cleared by FDA K093714; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amprlitude) Dopplr
* ) Note I: L/M, BVPWD, U/Color Doppler, Il/Color Doppler/PWD, Bll/Pooer Doppler/PWI), B/Coloar DopplersCol..r M

Note 2:~ Include s imaging for guida~ce etC biopsy
Note 3: Includes infertility montoringa ut' follicl di.cvlopment
Note 4: Color M-osde
Note 5: For exaitple: thyroid, para.thyroid, brensl, sc~rotuamand plts iii adult, pediatric and neonatal patients
Nette 6: Abdominarl organs and peripheral vessel
Note 7: [isse I lannioric Its aging ( II fiI
NoteS8: 3D imnaging
Note 9: P.arnoamc imaging;

Concurrence of CDRFI., Office of In Vitro Diagnostic Devices (OIVD)
Prescription Use (Per 21 CFI( 801.109)

Indications for Use Section 1.3, page I0

(lsron Sign-Otf)
Division of Radoioogical Devices

Office, of In Vitro Diagnotstic Device Evaluation and Safety

51OK<
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5 10(k) tPretmarke: Nolification 
SONOACE R7 Dit? 'gilotoii Ul trasound Syste..

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Name: 3D4-SETr for use with SONOACE R7
intended Use: Diagnostic ultrasound imna ing or fluid flow anal isof the human body as follows:

Clical APlicalio Mod. ofml a~u imd
C e n t r a l S p e c i f i c 3 M ' W E ) C W D C o m b i n e r ~ ~ ~~ ~ ~ ~ ~ ~ ~ ~ ~~Ot h e r

Ophtttoatic Ophthalmic

PetalI (Src Nair, 319 P P PNt oe,7Abdominal I 'NwINote 
', 7 8

tttra-ope-a-ive (SIXI., 6()

F~t~l o~a~in inr-prie(Nio.

& Qilter Pediatric I' P P ~~~~~~ ~ ~ ~~~~~~Note I Note 2. 2, 8

Adalt Ceplalic

trans-rectal

lrans,-iretlhral~

tiatis-ecph (no-Cardiac)

Msit-lo-skel (Convent.)

Cardiac Cardiac PW,.rediti

Peripheral Periperal vse
Vessel Oilier (spc)

N=new indication l' previously cleared by~ FDA K0937 14 E= added under Appendix E
Additional Comments:

Color Doppler ittndes~ Vower (Amlplitude) Doppler
Note I: BIM, BIPWD. U/Color Doppler, B/Color Do.pplerIPWD, ti/Power Doppler/PWD, B/Color Doppler/Coor MNote 2: ntdes itnagitig fhr guidance of biops
Note 3: Include itfiferility moonitorings ol Foliate deveIopmen
Not. 4: Color M-mo~de
Nofic 5:Fe .,or aple: [thyroid, parathyroid, breast. scroftum and penis in iduti. pediatfic and neonatal patientsNote 6: Abdomin. alf orgmn and periphera vssel
Note 7: liaso, tiannoic Imaging (I I t1)
Noic 8: 3D imagingt
Note 9: Paonto..a.c iuagitig

Concurrence or`CD1tI 1, Officc of In Vitro Diagnostic Devices (01IVD)
Prescription Use (P'er 21 CFI( 8Ut.109)

Indications for Use 
Section 1.3, page I I

(Division Sign-Oft)
Division of Radiological Devices

Offic of In Vitro Diagnostic Device Evaluation artd Safety

510K `!I<10 1


