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DEC 27 2013

5 10(k) Premarkct Notification SONOACE R7 Diagnostic Ultrasound System

510(K) SUMMtARY 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)

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

Contact Person:
Kycong-Mi, Park
Regulatory Affairs Manager

Telephone: 82.2.2194.1373
Facsimile: 82.2.556.3974

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 Product Code
Ultrasonic Pulsed Doppler Imaging System 892.1550 IYN
Ultrasound Pulsed Echo Imaging System 892.1560 IYO
Diagnostic Ultrasound Transducer 892.1570 ITX

3. Identification of the predicate or legally marketed device:

- SONOACE R7 Diagnostic Ultrasound System(KI 12646)
- UGEO HM70A Diagnostic Ultrasound System (K 130803)
- ACCUVIX A30 Diagnostic Ultrasound System(KI 12339)
- EKO 7 Diagnostic Ultrasound System (K101455)
- UGEO H60 Diagnostic Ultrasound System (K 122583)
- UOEO PT60A Diagnostic Ultrasound System (K]32228)
- MySono U6 Diagnostic Ultrasound System (KI 13381)

SThe proprietary names of predicate devices (K]30803 / K122583) have been changed to UOEO HM7OA/
UGEO F160 Diagnostic Ultrasound System from UGEO H-70c / UGEO G60 Diagnostic Ultrasound System on
FDA Databases.
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5 10(k) Premarket Notification SONOACE R7 Diagnostic Ultrasound System

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, Color Doppler
imaging, Power Doppler imaging(including Directional Power Doppler mode), PW/CWSpectral
Doppler mode, Harmonic imaging, Tissue Doppler imaging, 3D imaging mode (real time 4DJ 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
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 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 (KI 112646) and ACCUVIX A30 Diagnostic
Ultrasound System (K 112339).
It is substantially equivalent with respect to safety, effectiveness, and functionality to the Bodymarker of
SONOACE R7(KI 12646) in regards to the device with c-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 allow 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
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510(k) lremarket 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, electromagnetic 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
- 1EC6060 1-2-37, Diagnostic Ultrasound Safety Standards
- EN/IEC60601-l,Safety requirements for Medical Equipment
- EN/1EC60601-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
- ISO 10993-1, Biocompatibility
- 1S014971, 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 practices and FDA guidelines.
The design, development 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 R17to be as safe, as effective, and
perfornianceis substantially equivalent to thepredicate devices.

END of 510(K) Summary
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/DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Savice

SUMve Spaing MD 2M9340=2

SAMSUNG MEDISON CO., LTD December 27, 2013
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: II
Product Code: IYN, IYO, ITX
Dated: November 13, 2013
Received: November 14,2013

Dear Mr. Job:

We have reviewed your Section 5 10(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, labeling, 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:

Transducer Model Number

C2-5 C2-8 C4-9/l OED
ER4-9/IOED EV4-9/IOED L3-8
L5-12/5OEP LN5-12 HL5-I2ED
P2-4AH P3-7AC 3DC2-6
3D4-8ET 3D4-9E5 C4-9
CF4-9 ER4-9 EVN4-9
L5-1 2/50 P2-4 PN2-4 SF3-S



Page 2-Mr. Job

3D4-8 3D4-9 VN4-8
CW2.0

If your device is classified (see above) into either class 11 (Special Controls) or class Ill (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Tidle 21, Pants 800 to 93. In addition, FDA may
publish farther announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence detenmination 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 Pant 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
htnrJ//www.fdaseov-MedicalDevices/ResoucsforYou/lndustrv/deaul~htinl. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2I CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
httnil/www.fdasjo/MedicaDevices/Safet/RetoortaProblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Posnuarket 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://www.fdasoMedicaiDevices/ResouesforYou/ndustr/defaulthtml.

Sincerely yours,

Janine M. Morris
Director
Division of Radiological Health
Office of In Vitro Diagnostics.

and Radiological Health
Center for Devices and Radiological Health

Enclosure



510(k) Number (if known)

K 133505

Device Name

SONOACE R7 Diagnostic Ultrasound System

Indications for Use (Describe)

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 Organ, Neonatal Cephalic, Adult Cephalic, Trns-rectal, Trams-
vaginal. Muscular-Skeletal (Convenitional, Superficial), Cardiac Adult, Cardiac Pediatric and Peripheral vessel.

Type of Use (Select one or both, as appicable)

[R Prescription Use (Part 21 aPR 801 Subpart D) E3 Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WIRITE BELOW THIS LINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signature)

0.AY ok4/
FORM FDA 3M8 (811 3) Pago I of 28



.510(k) Premarket Notification SONOACE R7 Diagnostic trasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Name: SONOACE R7 Diagnostic Ultrasound System
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Cinical Application Mode of pration rincudes sirnullaneou B3-mode)
General Specific B M PWD CWD Color Combined* Other

(Track I only) (Tracks I & 1ll) Dope W'_ ~ (Spec,)

ophthalmic Ophithalmic

Fetal (See Note 3) P P P P Note I Notes 2, 7,29 , I

Abdorninal(See Note 10) P P P P P Note I Notes;2.4.7,2.9, 11

Intxa-operative (See Mote 6)1_____

Inta-operative (Neuro3

Fetal Imaging L-aparoscopice

& Other Pediatric P P P P Note I Note 2, 5. 6, 7, 8, 9, 11. 12

Small Organ (SeeNow ) p P P P Note I Now 2. 5,6, 7,11,9, 11, 12

Neonatal Cephahec P P P P Note I Notes 2,11, Q

Adult Cephalic p P P P P Note I Note 4, 7

Traits-rctal p P P P Note I Note 2. 7, , 11

Trans-vaginal p P P P Note I Note 2.7, 8. 11

Tras-uethral

Tnrns-esoph. (non.Cardiac)

Miusulo-skel. (Convent.) p P P P Note I NOte 2, 5,6.,7,9. 12

Mutsculo-skcl. Supcrfic.) p P P P Note I Note 2. 5,6. 7,9, 12

Iuntr-luminal

Other (spe.)

CardiacAdult p P P P P Note I Note 4,.7
Cardiac Cardiac Pediatric p P P P P Note I Note 4, 7

Trans~esophageal (Cardiac)

Other (Spec )

Periphea Periphera vessel P P P P P Notw I Note 2,5,6,7,2,9, 12
Vessel Other (spec.)

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

Color Doppler includes Power (Amplitude) Doppler
Note 1: R-M. B+PW, 13,C, B+PD, B+DPD, B4T1J, R-CW, 8*C+PW R.PD+PW, R+DPD4PW, B±+Th4PW, R#+C4M, B+C CW, B4P3-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
Nowe5: For example: thyroid, parathyroid. breast, scrottim and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Haionic Imaging (Tnt1)
NoteS8: 3D imaging
Note 9: Panoramic imtaging
Noe 1O0 Includes Renal. GynecologyfPelvis
Note 11: ElastoScan
Note 12: Spatial Compound Imaging-

Concurrence of CDRI-l Office of In l'itro Diagnostics and Radiological Health (O1R)
Prescription Use (Per 21 CER 801.109)

Indications for Use Section 1. 3, page 2



5 10(k) Premrarket Notification SONOACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Namne: C2-5 for use with SONOACE R7
Intended Use: Diagnostic ultrasound ima ling or fluid flow analysis of the human body as follows:

Clinical Application Mode of pration (includc simultaneousm B-mode)
General Specific B M PWD CWD Color Combined' Other

(Trakonly) (TracksI&I Doppler- (Spec) (Spec.)

Ophthtalmic Opthalmnic

FredaScMmeJ) P P P P Note I Notes 2.7.9. 9
Abdonainal(Nee Noe 10) P P P P Note I Notes 2, 7,8. 9

Inra-operalive (See Note 6)

Intra-operative (Neuro.

Feudl imaging Laroscoapte

& Other Pediatric P P P P Note I Noews 2. 7. 8.9

Small Organ (See Note 5)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trairs-vaginal

Trans-urethral

Trans-esoph. (non-Cardic)

Musculo-sl:. (Convent)

Musculo-skel1. (Superfic.)

Intra-ltitinal

other (spec.)

CardiaicAdult
Cardiac Cariac Pediatric

Trnsoo phageal (Cardifu)

Other (spec.)

Periphenal Peripheral vessel
Viesel Othe ( spec.)

77new indlication: P-- previously cleared byFDA K 112646: E= added under Appendix E
Additional Comments:

Color Doppler includes Povr (Amplitude) Doppler -
Note 1: B-M, B±PW, f+C. B+PD, n+DPD, R+TD. l+CW, B+C-IPW. B-PD+PW, I3-DPD+PW. B+TI>PW, n+CM, nctcw. F5 PD.CW.
DuaI(B, B+C, B+PD, B+TD, B+PD)
Note 2: Includes imaging for guidance of biopsy
Note3: Includes infertlity monitoring of follicle development
Note 4: Color M-mode
Note 5: For ceample: thyroid, parathyTuid. brcest, scrontm and penis in adult, pediatric and neonatal patienis
Note 6: Abdominal organis and Peripheral vessel
Nose?7: Tissue Hanmonic Imaging (TI)
Note 8: 3D imaging
Note 9: Panoramic imaging
Note 10: Includes Renal, Gynecology/Pelvis
Note I I ElastoSean
Note 12: Spatial Compound Imaging

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)
Prescription Use (Per 21 CER ROI1.109)

Indications for Use Section 1.3, page 3



5 10(k) Premarket Notification SONOACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Namne: C2-8 for use with SONOACE R7
Intended Use: Diagnostic ultrasound imt ring or fluid flow analysis of the human hody as follows:

Cinical Application Mode of 0pration (includes simultaneous B-mode)
General Specific B Mi PWD CWD Cotor Combined' Other

(TrackstI&ll 111tr Spc. Spec)

Ophthalmic Ophthalmic

Petal (3c, Note 3) P I' P _ __ P Note I Notes 2, 7, 8,9
Abdominalt'See Nwrt 1L)) P P P P Nowe I Notes 2. 7, 8,9

lIn-operative (See Aote 6)
Intra-operative (Neuro.)

Fetal Imaging Laparoscopic ____

& Other Pediatric P P P p Note I Notes 2. 7. 8. 9

Small Organ (See Note'5)

Neonatal Cephalic ____________

Adult Cephatic

Tmran~cta

Trans-vaginal

Trajns-methrat

Trans-esoph. (non-Cardiac) _____

Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)

tntr-ltiminal

Other (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Trants-esophaigeal (Cardiac)

Other (spec.)

Peripheral PeIhral Iese
Vessl Ote(sc.

N new indicalion; P- previously cleared byFDA K 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. BDPD,+PW, B+T-PW, B-C+M, B+C+CW, B+PD+CW,
Duat(B, 8<C, B+PD, B+TD, B+PD)
Note2: Includes imaging for guidance of biopsy
Note3: Includes infertility nmitoring of follicle development
Note 4: Color Ni-mode,
Note 5: For example: thyroid. parathyroid. breast, scrotm and penis in adult, Pediatric and nimeonta Patients
Note 6: Abdominal organs and peripheral vessel
Note?: Tissue Harmonic Imaging (TI-Il)
Note 8. 3D imaging
Note 9. Panoramic imaging
Note 10: Includes Renail, GynecologyPelvis
Note 1t: ElastoS=a
Note 12: Spatial Compomnd Imaging

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

Indications for Use Section 1.3, page 4



.-. 10(k) Preniarket Notification SONOACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Name: C4-9/IOED for use with SONOACE R7
Intended Use: Diagnostic ultrasound inn ing or fluid flow analysis of the human body as follows:

ClinicalApplication Modeof 0 rtn('ineludes simultaneousB-mocde)
General Specific B M PWD CWD Color Combined' Other

(Trak onv (Tracsue i! Doppler- (Spec.) (Spec.)

ophthalmic Ophthalmic

Fetal (Se, Note 3) p P P ______ p Note I Noews 2,8. 9

AbdominairSee Note 10) p p p p Note I Notes 2,8.9

In-a-operative (See Noted6)

Intia~operative (Neuro)

Fecal Imaging Laparnscoipic I ______________

& Other Pediatric p p p P Note I Notes 2,11. 9

Small Organ (See Moet 5) P P P P Note I Notes 2,8, 9

Neonat Cephalic P P p p Note I Notes 2,81. 9

Adult Cephalic

Trans-rctal

Trm-vaginal

Trans-urethral

Traons-esoph. (non-Cardiac)

Mvusetato-skel. (Convent.)

Muscuto-sl. (Superfic.)

In Ira-lummal

Oilier (spec.)

Cardac Adult
Cardiac Cardiac Pediatric

Trams-ecsophagesi (Cardiac)

Other (spec.)

Peripheral Perte a esel P P P Note I Notes 2,81, 9

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

Color Doppler includes Power (Amplitude) Doppler
Note 1: 8'M, 8-PW, BIC, 84-PD, BIDPD. B'TD, B*CVV, BC4PW, B-PD-PW, B+DPD'-PW, U4TD4PW, 8+C-'M, B+C4CW, 84-PD+CW,

DuldtH. BIC, B+PD, B+TD), B+PD)
Note 2: Includes imaging for guidance of biopsy
Note3: tocludes inferti lity monitoring of folicle development
Note 4: Color M-mnde
Note 5: For example: thyroid, parathyroid, breast, scrotum mid peis in adult, pediatric mid neonatal patients
Note 6: Abdominal organs and peripheral %essel
Note 7: Tissue Harmosnic Imaging (TIll1)
Note 8: 3D imaging
Note 9: Panoramic imaging
Note 10: Includes Renal, Gyriecology/Pelvis
Note I I ElastoScan
Note 12: Spatial Compound Imaging

Concurrence of CORA-, Office of In ('ir-a Diagnostics and Radiological Health (01k)
Prescription Use (Per 21 CFR 801.109)

Indications for Use Section 1.3, pageS5



:510i(k) Prernarket Notification SONOACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Name: ER4-9/IOED for use with SONOACE R7
Intended Use: Diagnostic ultrasound ina ,inp or fluid flow analysis of the human body as follows:

ClinicatApplication Mode of 0 eradion itnetude ssimultaneoausifl-mode)
General Specific B M PWD CWD Color Combined' Other

(TTracks!nly)Illo Doppler- **4 f(Spc)

AFet al SeN ot L)) P P P P Note I Noes 2. 8

Aboim(e oe1) P P P P Note! Notes 2,8

nTra-veaiat PSe Prt P6 ot ots2

lnTrasoph.av (nuon-ad)

FvMuscuImaskng. (Superfic.)

& Ohe PdOthri(wec

AdiatcpAltc

Cadic anrdia Pediatric1 ots .

Trans-esophageal (Cardiac)

Other (se.) uefi

Periphrl Peipheal vse

Vesl Other (spec.)

N Cneridication; a Petisyclerdb D 166 de ne peds

Additional Comments:
Color Doppler inctudes Power (Amplitude) Doppler
Note 1: R+M, 24-2W, BC, B+PD, B+DPD, H+Th, fl.CW, fl C+PW. B+PD+PW, R+DPD*PW. fl±Th±PW, B+C+M, fl+C+CW, 13+PD+Cw,
Dual(B, R+C, B +PD, B+TD, B+PD)
Note 2: Inctudes imaging fr guidance of biopsy
Note 3: Inctudes infertility monitoring offollicic development
Note 4: Color M-mode
Note 5: For exeampte: thyroid, parathyroid. breast, scrotum and penis in adult, pediatric and neonatat patients
Note 6: Abdominal organs and peripheral vesset
Note 7: Tissue Harmonic Imaging (THi)
Note 9: 3D imaging
Note 9: Panoramic imaging
Note 10: Includes Renat. Gynecologv/Prlvis
Note It: EltaoScin
Note 12: Spatial Compound Imaging

Concurrence of CDRH. Office of In I'ero Diagnostics and Radiological Health (OIR)
Prescription Use (Per 21 CFR 801 109)

Indications for Use Section 1.3. page 6



5 10(k) Prernarkel Notification SONOACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:.
Device Name: EV4-9/I OED for use with SONOACE R7
Intended Use: Diaeostic ultrasound imna ing or fluid flow analysis of' the human body as follows:

Clinical Application Mode of ramtion (inctudes ssimulaneous B-model
General Specific B M PWD CWD Color Combined' Other

onlra(TrIcks I &(Ill Doppler- Spc.) (Spec.)

Ophthalmic Ophthalmic

Fetal /See Noic 3) P P P p Note I Notes 2.89

Abdominal/Vee Note it0) P P P P Note I Notes 2. 8

Intra-opcrafive (SeekrVet 6) _______

fintra-operalive (Neuro

Fetal Imaging Laparoscopic ____

& Othier Pediatric

small Organ (See Note5) _____

Neonatal Cephalic _____

Adult Ccphalic ______

Tranes-rectl P P P P Note I Noes 2.

Trans-vaginal P P P P Note I Notes 2. 8

Tns-urethral

Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent)

Musculo-skcl. (Superfic.) __________

Intr-luminal

Other (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Trarns-esophageal (Cardiac) ________

Othier (Spec.)

Peripheral Peripheral vessel
vessel Other (Spec.)

N= new indication: P-- previously cleared by FDAK 112646: E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B+M, B#PW, B-C, ta-PD. B-DPD, B+TD. B+CW, B*C+PW. R+PD PW. B-DPDPW, ti-TD-+PW, B+C4M, B C+CW. B+PD CW,
Dusl(B, BIC. B+PD. B+TD. B*PD)
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring offotlicle development
Note 4: Color M-mode
Note 5: For example: thyroid. parathytoid. breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue H~armnonic Imaging (flit)
NoteS8: 3D imaging
Note 9: Panori imaging
Note 10: Includes Renal. Gynecology/Pelvis
Note It: ElastoScarr
Note 12: Spatial Compound Imaging

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

Indications for Use Section 1.3, page 7



-51()Premarket Notification SONOACE R7 Diagnostic Ultrasound System-

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: L3-8 for use with SONQACE R7
Intended Use: Diagnostic ultrasound ima ,inR or fluid flow analysis of the human body as follows:

___________linical Application Modeo 0 atonf 'iludessimultaneousiB-mode)
General Specific B M PWD CWD Color Com~bined- Oilher
~~~~klontv ~~ Tracks I & 111) oper(Sc)

Ophthalmic Ophilialmic

Fetal (Set' Note 3)
Abdominal1'See Note 10j
lin-operative (See Note 6)

lon-operative (Neuro.)
Fetal Imaging Laparoscopie

& Other Pediatric N N N N Note!I Note 2,5,6,7.9,12
Small Organ (See Now S) N N N N Note!I Note 2,5,6,7,9,12
Neonatal Cephialic
Adult Cephalic
Trans-rectal
Trans-vaial
Trans-urethral
Trans-esoph (non-Cardiac)
Musculo-skel. (Conven) N N N N Note I Note 2,5,6.7.9.,12
Mosculo-sket. (Super-fic.) N N N N Note I Note 2. 5,6. 7.9.,12
lntra-ttuminat
Othier (Spec.)

Ciadic Adult _____

Cardiac Cardiac Pediatric
Trans-esophageal (Cardiac)
Other(sc)

Peripheral peripheral vessel N N N _____ N Note I Note 2, 5, 6,7, 9. 12
Vesse Oer (spec)

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

Color Doppler includes Powver (Amplitude) Doppler
Note 1: 84M, B+PW. B+C. B+PD. B4DPD, 13-rD, B+CW. B4C+PW B3+PD#)PW. B-DPD+PW, B-Th#PW, B+C+M, fl+C+CW, B4-PD±CW,
Dual(B, B+C. B+PD, B+TD, R+PD)
Note 2: Includes imaging for guidance of biopsy
Note)3: Includes inwferilitv monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pedliatic and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (1-I)
Note 8: 3D imaging
Note 9: Panoramic imaging
Note to: Inctudes [Rnal, Gyrecologty/Pelvi
Note 11: ElastoScan
Note 12: Spatial Compound Imaging

Concurrence of CDRII, Office of In Vitro Diagnostics and Radiological Health (01k)
Prescription Use (Per 21 CER 801.109)

Indications for Use Section 1.3. pageS8



5 1.6(k) Premarket Notification SONOACE R7 Diagnostic Ultrasound System.

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Namne: LS-12/50EP for use with SONOACE R7
Intended Use: Diagnostic ultrasound ina ging or fluid flow analysis of the human body as follows:

Clinical Application Mode of loration (includc sirmultanous B-mode)
General Specific B M PWI) cwn Color Combined' Giber

(Trk IonKv (Track (S&pllec,)le (Spec,)
Ophthalmic Ophthalmic

Fetal (See Note 3)

AhdominaV(SeeNowe 110_____

fnwa~peralive (See Noe 6)

Inut-opcrative (Neuro.)

Petal Iraging Uaparoscopie

& Other Pediatric P P P P Note I Note 2, 5,6,7,9,12

Small Organ (See Noie 5) P P P P Nowe I Note 2, 5. 6, 7,9, 12

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Traris-esoph. (non-Cardiac)

Musculo-skel. (Convent.) P P P P Note I Note 2.5,6.7,9. 12

Musculo-skel. (Superfic.) P P P -P Note I Note4 2..6,7.9. 12

Intia-uminal

other (Spec,)

Cardiac Adult
Cardiac Cardiac Pediatric

Trarm-esophageal (Cardiac)I

Other (specjI

Periphera Peripheral vessel P P P P Note t Note 2, 5, 6.7, 9,12
Vesse Other ISpe.

N= new indication: P- previously cleared by FDA Ku 12646; E= added under Appendt7x E
Additional Cotmments:

Color Doppler includes Povvr (Amplitude) Doppler
Note 1: R+M, B+PW. B4C. B+PD. B±DPD. ti±TD. R+CW B+C+PW. R4PD+PW, B'DPD4PW. ti+TD±PW. B+C*M. B+C+CW ti+PD±Cw,
Dual(B, B+C, B+PD, B4-TD. R+PD)
Note 2: Includes irmaging for guidance oft'iopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
NoteS:For example: thyroid, parathyroid. breast, scrotmin and penis in adult, Pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (flit)
Notc 8: 3D imaging
Note 9: Panoramnic imaging
Note 10: Includes Rental, Gyneeologv-lielvis
Note 11: ElastoScar,
Note 12: Spatial Compound Imaging

Concurrence of CORK. Office of In Vinro Diagnostics and Radiological Hecalth (OIR)
Prescription Use (Per 21 CER 80 1. 109)

Indications for Use Section 1.3, page 9



*'510(k) Premarket Notification SONOACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: LNS-l2 for use with SONOACE R7
Intended Use: Diagnostic ultrasound imna ring or fluid flow analysis of the human body as follows:

Clinical Application Mod. of rradion *include ssimultaneomus B-mode)
General Specific B M PWD CWI) Color Combined' Other

'Track I onl) (Tracks I & 1II) Doppler' (Spec.) (Spec.)

Ophthalmi Ophthalmic

Fetal (Se, PNtcv 3)

Ahdominal(See Note 10)

Inra-ciperative (See Note 6)

Intr-operative (Neuro.)

Fetal Imaging Laparoscopic

& other Pediatric P p P p Note I Noes 2,5.6.9. 11.12

Small Organ (See Mule 5) P P P p, Note I Notes 2,5,6, 9, 12

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Cardiac) _____

Museulo-skel. (Convent) P P P p Note I Notes 2,5,6,9.12

Musculo-skel, (Superfic.) P P P P Note I Notes 2.5.6.9.12

In-lurninal

Otlher (spec.)

Cadiac Adult
Cardiac Cardiac Pediatric

Trans-sophageal (Cardiac)

Other (spec,.) I
Peripheral Peripheral vessel P P P P Note I Notes 5,6,9, 12

vessel Oiier (specJ )

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

Color Doppler includes Power (Amplitude) Doppler
Note Ii B+M. B+P W B-C. l3#PD. B+OPD, RIM.D B+CW. B+C4P W. l3+PD-'W R±DPI-PW. B'TD+PW, B-CtM, B C-CW. B-rPD.CW.
Duai(B. B+C. Ri-PD, B*TD, B+PD)
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infetility monitoring offoallicle development
Note 4: Color M-nmode
Nowe5: For example: thyroid, paraLityroid, breast, scrotum and penis in adult, pediatric aid neonata patients
Note 6: Abdominal organs and peripheral vessel
Note 7. Tissue Hlarmonic Imaging (TII)
Note 8: 3D imaging
Note 9: Panoramic imaging
Note 1: Includes Renal, Gynecology/Pelvis
Note I I ElastoScan
Note 12: Spatial Compound Imaging

Concurrence of CDRH. Office of In lI'tro Diagnostics and Radiological Health (0IR)
Prescription Use (Per 21 CER 801.109)

Indications for Use Section 1.3, page I0



-5 10(k) Premarkel Notification SONOACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Name: HLS-I2ED for use with SONOACE R7
Intended Use: Diagnostic ultrasound imna ing or fluid flow analysis of the human body as follows:

Clinical Application Mode of 0pration( eiludes simultaneousB-mode)
Geea pcfcB M PWD CWD Color Combined- Other

Irc_ I only) Tracks I & 111 Dopr (Se. (Spec.)

& Other Pediatric P P P*PINotecI Nt25,,,,1

Ophth Trans-rethalmi

FetlSe. Con et. P3) oeI Nt 2 .6 .9

AdMualse(Seftc.1) P P Pp NoeI ot25.79.2

Intra-lumric N eum

CetIardic CaariacPiicI

Peripher Perciphrlvse P P P ____ P Note I Note 2,5,6,7, 9,12

Additional CCephtlic

Noe2:Icldsima-ginoria nc lbus
Noe : ncud s nfe ilmntrnofolcedvlpet

Noe9:Pnrac imig

Notar2datia CrdicuPdiaing

Iniion faor; se Sections 1.3 pagere byFAK1I E de ndrApni



.510(k) Premarkel Notification SONOACE R7 Diagnostic Ultrasound System.

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: P2-4AH1 for use with SONOACE R(7
Intended Use: Diagnostic ultrasound imna ing or fluid flow analysis of the human body as follows:

ClinicalApptication Mode of 0peration ("includes simultaneous B-mode)
General Specific B1 M PWD CWD Color Conmbined- Other

JT~mcknI (Tracks I & Ill) Dloppler' (Spec(s.)

Ophhmi Ophthalmic

Festal (Se Noe 3) _________________________

Abdominalj'See Note 10)) P P P P P Note I Note 4. 7

Intra-operative (See Noted6)

Intra-operative (Neoro)

Fetal Imaging Laparoscopic

& Other Pediatric

Small Organ (See Note 5)

Neonatal Cephalic

Adult Cephalic P P P P P Note I Note 4, 7

Trans-rectal

Trans-vaginafl

Trans-urethiral

Tratis-esoph. (non-Cardiac)

Muscuto-skel. (Convent.)

Musculo-skel. (Superfie.)

Intra-lurninal

Other (spec.)

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

Trans-esphageal (Cardiac)

Other (spec.)

Peripheral Peripheral vessel
Vessel Othser (spcc.)

N-new indlicatin P- previously cleared by FDA K 112646: E= added under Appendix E
Additional Commntas:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B±M, fliPW. B±C, BPD, B#DPD, tS*TD, 1i+CW. B+C+PW. B4+PD+P W, B DPDPW, R4-TD.PW. B+C+M, B+C+CW. B+PD+CW,
DualiB. B+C, B+PD. rn-TO, 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, parahyroid. breast, scrotumn and penis in adult, pediatric and neconatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (TI)
Note 8: 3D) imaging
Note 9: Parinrmic imaging
Note 10: Includes Renal, Gynecology/Pelvis
Note HI: Elast.Scan
Note 12: Spatial Compounxd Imaging

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Helth (01R)
Prescription Use (Per 21 CFR 801.109)

Indications for Use Section 1.3, page 12



5.1 0(k) Prentarket Notification SONOACE R7 Diagnostic Ultrasound System -

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Name: P3-7AC for use with SONOACE R7
Intended Use: Diagnostic ultrasound ima ing or fluid flow analysis of the human body as follows:

Clinical Application Mode of 0pration ('include ssimultaneouslH-mode)
General Specific B M PwI) CWI) Color Combined' Other

(Truck I only) (TOWk &Il Doppler- (Spec.) SeC.)I

Ophthalmic Ophthalmic

Fetal tSee Note 3)
Abdomninal(See Noes 10) P P P P P Note I Note 4. 7

lots-operative (See Vote 6)

Inmra-perative (Neuro.)

Fetel Imaging Laparoscopic

& Other Pediatric

Small Organ (See Note 5)

Neonatal Cephaiic ____

Adult Cephalic P P P P p Note I NOWe 4. 7

Trans-rectal

Trans-vaginal

Tions-uelhal

Tns-esoph. (non-Cardiac)

Musculo-kel. (Convent.)

Msssculo-kel. (superfic.) _____

Inra-luminal

Other (Spec.)

Cardiac Adult P P P P P Not Noe 4,7

Cardiac Cardiac Pediatric P P P p p Not Note 4, 7

Trans-esophageal (Cardiac)

Other (Spec.)

Peripheral eihrlvssel _______ ____________________

Vessel MtersE)

N=new indication: P-- previously cleared by FDA K I 12&t6: E= added under Appendix E
Additional Comments,

Color Doppler includes Pourr (Amplitude) Doppler
Note 1: B M. B+PW. 11W. lt./PD. ti+DPD. 11 11, R CW,. B+C+PW, 13-Pt+PW, BIFPD±P'W, HBTD'PW. BIC'M. fl'CIw. ttIPtytCW
Dual(B. BH+C, B+PD. B+TD, B*PD)
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle developnmcnt
Note 4: Color M-mode
Note 5: Foe examnple: thyroid, parihyroid. breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue flarmonic Imaging (THl)
Note 8: 31) imaging
Note 9: Panoramic imaging
Note 10: includes Renal. Gynecology/Pelvis
Note 11: ElastoScan
Note 12: Spatial Compound Imaging

Concurrence of CDRHK Office of In Vitro Diagnostics and Radiological Health (OIR)
Prescription Use (Per 21 CER 80 1. 109)

Indications for Use Section 1.3, page 13



510(k) Premnarket Notification SONOIACE R7 Diagnroslic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

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

Clinical Application Mode ol ration (includes simultneousil-moode)
General Specific B M PWID CWD Color Combined- Other

(Track I only) (Tracks!I & 1ll) Doppler- (Spec.)(Se)

Ophthalmic Ophthalmic

Fetal (Scc N'c 3) P P P P Note I Now 2.7.8,9
Abdominal(SeeN, 71) P P P P Note!I Note 2, 7. 8,9
Inn-opeative (See Note 6)

Iowa-perative (Neuro.)

Fetal Imaging LaparoscopicI

& Other pediatric P P P P Note!I Note 2,7,8,9
Son!! Organ (S-e Aome .5)

Neotatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Tras-esoph. (non-Cardiac)

Musculo-skel. (Convent)

Musculo-skel. (Superfic.)

lntra-luntensl

Other (Spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-eophageal (Cardiac)

Other (Spec.)

Perphrl Perirpl vessel
Vese Othe (se.

N= new indication: P- previously cleared by FDA K 1312646; E= added under Appendix E
Additional Commnts:

Color Doppler includes Power (Amplitude) Doppler
Note I: B-M, B+PW, B+C. B*PO. fl'I3PD. B TD, B+CW, B.CPW. B+PD+PW, Bt)PD±PW, B4T±PW B-.C+M. I4C4CW, tI*PD+CW,
DualB, B+C, BPD. B*TD. B+PD)
Note 2: Includes fiaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Nowe5: For example: thyroid, parathyroid, bre, scrotm and penis in adult, pediatric arid "cneot patients
Note 6: Abdormal organs; and peripheral vessel
Note 7: Tissue Harmonic Imaging (Till1)
Note 8:3D imaging
Note 9: Panoramic imaging
Note 10: Inchles Renal, Gynecology/Pelvis
Note I I ElastoScan
Note 32: Spatial Comipound Imaging

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 14



5.10(k) Piremarket 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 ima zing or fluid flow analysis of the human body as follows:

Clinical Application Mode of oration (inludc ssimultaneouslB-mode)
General Specific B M PWD CWD Cotor Comibined- Other

(Track I onN) (Tracks I & [I Doppter* (s

Ophthalmic Ophthalmic

Fetal (See Note 3) P P p ___ p Note I Nowe2, 7, 8, 9

Abdomiat(See Nowe 10 p p p p Note I Note 2,7,8.9

Inta-operative (See Note 6)

Innm-operative, Neuro)

Fetal Imaging Laparoscopac

& Other Pediatric P P P P Note I Note 2, 7,8, 9

Small Organ (SeeNVoc 5)

Neonatal Cephalic
Adult Cephatic ____

Trans-rectal

Trans-vaginal
Trans-urethral

Trans-esoph. (non-Cardiac)

Musculo-skcl. (Convent).

Musactto-ske[ (Siicftc.)

Inia-lu atinsl

Other (Spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Transesphageal (Cardiac)

Other (Spec.)

Peripheral IPeri .pheral vessel
vessel 1Other (Spec.)

N= new indication: P= previously cleared by FDA K 1 126W6 E= added under Appendix E
Additional Comments:

Color Doppler includes Powetr (Amplitude) Doppler
Nnt. 17 B4M. Bt-PW, R+C. li+PD, B±DPD. BI-TD. BICW. SiC'PW. rlPD±PW. R+DPD~pw' li.T4PW. B-C'M. ti4C>CW. fl'PD-CW.
Dual(B, B+C, R4-PD, 8440, B+PD)
Note 2: Includes imaging for guidance, of-biopsy
Note3: Includesinfetlilitv nioring of follicledevelopment
Note 4: Color M-moade
Note 5: For example: thyroid, parathyroid. breast, scrotum and penis in adult, pediatne amid neonatal Patients
Note 6: Abdominal organs and peripheral vessel
Note?7: Tissue Itlarmonic tmagitng (THl)
Note8: 3D imaging
Note 9: Panoramic imaging
Note I0: Includes Renail, Gyucologyf~elvis
Note I I FlastoScan
Note 12: Spatial Conmpound Imaging

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (O1R)
Prescription Use (Per 21 CER 80 1. 109)

Indications for Use Section 1.3, page IS



5 1 0(k) Premarket Notification SONOACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: 304-9ES for use with SONOACE R7
Intended Use: Diagnostic ultrasound im ,ing or fluid flow analysis of the human body as follows:

Clinical Application Mode of-O0 ration (einctude ssimultaneousl B-mode)
Geea pcfcB M PWID CWD Color Combined- Other

~~lnv(Tracks It!) ~m Doppler- (Spc.-) (a

Feralt(Scc A.,,3) P P P P Note! Note2, 7.29
AbdominatfSeerfle 10) P P P P Note I Note 2. 7, 8

P P P P Note! Note2,vte 6

FeaTmgn rsvaiac oeINt .7

Catrd CadiarcPeitc

Vessel Other (se.) t 5

Additiontal Comments:

Dual(B.cta B+C B+D BiTD B+PD) Nte2 7

Note-agna 4: Coo M-moteIdote2 7

Noe6 Tboia rgansuehandprperlvs
Noe7 TiseHraneoImagng (Tri-l)

Noe : anraciman

Noteia 12CSatia oPudiaing

TsCsonga Currc)fCR.Ofc fI ir igotc n ailgclHat 0R

Precritio Us Pr2 CR8119

INdcons for Icuds Section 1.3, pagnc 16ia



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

I)IAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

I0(k) No.:
Device Name: C4-Ofbur use wvith SONOACE R7?
Intended Use: Diagnostic ultrasound ima2 ling or fluid flowv analysis of'the humnan body as f'ollows:

linical Appliarin Xtodc r0 -rafiLol I * includes ,, nnoIs B-m3 eodI
Gctrcl Spe le It NI 11mI) cm ) Color Combined' 0il1er

I(lack Il I It ftacks I &. LITI 11,prr', (Sc SIc

I'cLml fc ,7 , 4-%,o 3) P F' 1, 1 oI.o,9 0
AtbjmotS(, , )Ii I' I 11 P NowNos 5, 9

IlPrcr-oInive (Net Aole: /

linta-slvralFie , Nejiro

Iea CIriligirig l..p....... pt

& saber Ped'imi 1, P p 1 o I' S ot 8, 9

Smal1 Orngan rflSi.i 3) 1, To P NNojeIs , 9
Neoiialal CCIIhalnc1 p P. o I Notes 9.
Adult Ccphalic

rajnts-icc at

[rants-vacinil

lrIau til

?iusetilo-,kl I Sup.ic, In)

Iiitra-luminal

(libel (spec.

CarndijeAdlt
oidiac Cao iuc ediati i

I rans-esopit gel ii IdLlaC)

Othier {s~ Ie.

PeIpl ['i pea 1,c Li 1, P, Notw I Nowtes 1)

N few midjcautot,: P previously cleated hyl'DA 14133'81,1> ridded uiderAppendixl'

Color tDopplet ieudo, Posici (Amplitnre) larppler
Not I R NI. Ti PoW', 3 tC, 9011), B-DP H IS <D IT C(W ti-C PWVI 11 PD . W T ', V1-rr'w, I iC-NI, tii>Cw 111 tt1) CW
Dualt 1.B l~C.11A-11113 [+TT)
Note 2 iw,iles .Ire..ITu for. ..i... c of hi.....
Nowe S Includesi,tQ~etitlititoringtof tralliele de' cloliteoit
Note 1. Color M-rnude
Not .. 1 For ~vitrplc thyroid.,,o~nltyroicl, brI,.t. sercititinld .ilts III ItIL 11411i111 aId ,,oniil pc
Note 6 AbdoinwI n a n rd N t iphcral vccts

Mote 7 1 issue I WIttmnni Tittagin ( 11 ITT
No'ct, 9F rMainrg
Notw q PNornic ratting
Note 16 cld el. iiicologv. 'elis
Nowe I I rscu
Notw I2 Spatial Comwound Iiiaguing

Cotlcunrttce oI DIM. Oite of In I *Pro Diamiosties andI Radiological I lcedhi (01lkI
PrcSctpio01IJ~ set 'cc m 1 C i. too10)

Indications for Use Section 1.3, page 17



510(k) Premarket Notification SONOACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(0~ No.:
Device Name: CF4-9 for use with SONOACE R7
Intended Use: Dtiagnostic ultrasound in ing or fluid flow analysis oftie human body as tiM lows:

hrut lI A ppi caton kioskv .1 .3 ... allot, I rlitsiti at' -model
GIilsc.1 NI 'M) CWI) Coltor Combitned' Other

ha, k ,nh)1,.,(Doppler' (S, Se

PeaP)1 - 1 p' Not I \"ei H.0
A 1,irn~t~ 1,r I, Note I' I I Noew, S. 9

Neonatal Yephatic 1, P, 1. jNo Notes g, q

trans-MI'etrat

tldan-esoph (noit-Cardije)

NMloset, to-s crs tm

InuLa-titmina
(titer (S't I

Catrdiac AdultL
Iladlac (Thdere Pediaoice

T .r. ... pliageat (Cirdice

Oither (spec.

I crt plernt Pe Lrpherat etsel _____ 'Note I Notes S.,9

7 es nc ldicatiinnt,:r it~ cviousty cleated hvi7A K 1 22583. 1: added under Apptendix 1:
xddiion at Comm c iq:

('00o or tppler ire de,]C Polcl (Anjitrlitl Doppler
Nor, I B -Ni. It 'W 11-C. 14 111) Ti 104. '. [1 CW. FI-C-PW. 11W.Q iot PW. kIi ID'VW 10C. M, f'CCW. 1-) CW

DutiB. wHC.I'l I. -'
Note 2 1'td toe 'irrurg or, Ai hd ri .. o iJ
Note S trtcttds tth~fitt rtoniortng .oibttice d" ettipi.rtetit
Note I Cot.. Ni-mode

.Note 5 For, evnmp I thyroid, - 1tiriyroid. bhreat. sc rothiti arid 1,i rts iii aduo It. 1idratric arid nreona tal jeot~eter

Note 6 A hdoirnal orean and Nlriptterait cclZ
Note 7.i 1,sue Its tsrntoe Irriarane (t11lt
NoteS A31) urmig rig
Note q1 ('not ni rIntragg
Not, I ro Itclotte, Rcriet, fl-oviequ Petll"
tSohe I I Cllitoscati
Note I, Spta t~ Compoiund budging

Conrcurtrnce or CI)RI . (Afice ofis ritru Diagnostics, atnd Radrologicat C Icalib (01iRi
t'rcsctrptiriilie U e 21 )F CFR 80 1. 109r

Indications for Use Section 1.3, page 18



5 10(k) Premaikct Notification SONOACE R7 Diagnostic Ultrasound S'stem

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
IDevice Name: ER4-9) for use with SONOACE R7
Intended Use: Diagnostic ultrasound un "ing, or fluid flow analysis ol'ilhe human body as follows:

Clinicall Appiition 1Mo1de 010111D1n ('cta 11too rittludc stlltitA1t'OS ti-model1
Goccn Sp~c tic [I Ni 1'wI) cwf Coli C .. flonthnei ()lhe
tJacklt I .. rieks t& lilt - - - l,,.Z 1' Sps, r

Fetal 'S", M"', 3) p' 1, V NoItz 1 Ntes 2, 7. R. II

,bhdottunalFS1 " , I, I, p P Note I >.,nes 2.7. I I

I 'tai Ir.... guit 1 e UR ctito 1

chi I tt~gttg £ [ttttLtte

Small (irgaat ~ V"a',3
Neonatal Cephaite

Adult Cephea ____________

Its-recawl 1' P P %lot, I Nows 2, 7 . I I

ir~ut-sutp I ' ' t'I Note I N[(to~ 2, 7. S, I I

leans-utetitral

'rous,-csph. rnt-Cadtac)

Nl usedto-ski (Cotent

Mti"1ttI-,Lr t stuil.1C-te)

Qler (Spec.)I

t-*trdt.ic Adutti
Crac Catdiat: Peiati

ohhe (spec.)

tentI~rpt-rn Pcnipit I sl
Vessel Other (spec,

N nei; indieation: 11 - Previously cleawed by FDA K M2513. F= added under apipendix L,
dditiht al ComnmentIs:

ICiur tDoppler tmc tdes, Poitc r Aniflt de) D oppler
NIT, Il NI . 1 *-' MI nC. ti- PD, . 1i tAll i'. t). H ' (7W. B-C I%' H. I I- lW, l3It)' )P" , 1 Dt)'Iw. BC \[.I It:.( .11tt

MOIR B -3C. B I I Db B"-l'D
No..e 2 ttirtcsttmangi...g tbr gttmutancc,, oj ops
Note 3 Ineludcsmf n tuitivtnilotongolfloll cdesdo cttptti

MoTe 4I Co1..r M-mcide
N.,te.,Pt c amp1 lc hri, aatril breast. scrolutt, anid niJ tit adult. peolitiieL tod ttt10lti iti~

Note 6 Ahdomttnat o~rgans and piet iplitrat sesel
Note 7 tis5sue I to non ic liging ( 1111)
Nite 8 30 imagtng
Note It Pa,litr otmistng
Note tO includes' Renal, (iictsP1te1s
Mote It I tastobc trt
Nine t 2: Spatial Comauinnd tmnagtng

Concurrence ol C DRI 1. )fteCC tsf' In Iar DwIiagooslins uad Radiological I leadrh (0lRt
lreso iltiott Ue I Per 21 CE:R 801, 1019)

Indications for Use Section 1.3, page 19



5 1 (Ik) Premaikcl Notification SONOACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Name: EVN4-9 for use with SONOACE R7
Intended Use: Dinnostic ultrasound irnaing or fluid flowv analysis of rue human body as follows:

(lnolAppliattion M~O& ( oO ~iV1o (iciidcS Airttiiltarieiis B-model
Gctiern Spec ik 11 M i1M) CWD Color CorobjiteiP Other
iiack I .nv% Iatk, I & lii i)opIc' fspmpec

Opjhthlmic Ophilinki

Ikial tsi.,vo;, 3) P P1 p I I Ntets 2. 7.
1t1otiri(S' Mfl IQ p ii i I Nwe 2. 7. 9

Inica-opcilivc UNCUrO

'cil lniagin, ar t....it,sot

& Amic Pediirc

Smll Organ/SeMe3

IC phAli

Aduit 2ce hale

T,.n.s,.ectal P, p P 1, Now 1r 2. 7. 8
Vn-msaeial 1, 1, P, PNt Notes 2. 7, 9

Muc (rSc.Cotnrt.)

lntra-liimtal

(aler (Spc,

Cardiac Adult
Cardiac- Cailid, Pdinitic

Ts-esophageal (C rdiae)

ciler " S50.

Vcsscl 77te i(spec.)j

N= new indication: P=~ pncviou sly clFeared lo, VDM K 1 225X3: Il= added tinder Appendix Fi
Additional (7ammnit:

Color Doppler iticiud:, Poster (Arnpliil) I ppicr
NOTe I: H-Ni, 14P. PW (' 1,MP), W 1)10 BT0. BC, B-C-ICPW. HPt- PW. IA+rtrP Bi- TV,PW B-C-NI, R-C C W. B15- -CW.
Dualf(l B +C. B I'l 13+1TD B+Iflr

NoteS InCludos itttrrilitv tioimt....ngat boljee decl ...i...tl
Note 1: Color M-rnvdc
Now 5: I-. or v,pic t1y~],hyroid tiril. bre~ast. notit and 1 iii to ddl. 0 minti airwctaa w[aict,
Nile 6: Abdoffini int rr and tt iphenl Ivssel

Note 7: 1isu F larnic I ... ircinrL (1ill
Nrml 8. 3D irtrtcing
Note 9: Prinormnic imag'ingl

Nul, In: Itiaclides Retifl. iistteclogs/T'elvis
Note I I .tlattosuii
Noie 12: Sjwial Comlxud ltiginw

Coticurirnce of CD)R IF. (fiic of In l'ilri, Dianrosi its and Radiological I leadih (01 Ri
I reScriptiot, IUc i Per 2- go C H I. 1 0o)

Indications for Use Section 1.3, page 20



.51,0(k) Premarket Notification SONOACE R7 Diagnostic Ultrasound System.

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

IO0(k) No.:
Dcvice Name: 1-5-12/50 foar use wvith SONOACE R7
Intended Use: Diagnostic ultrasound imta'ing or fluid flowv analysis of the humnan body as followvs:

Clinical Application Modu 010 N0111 It iiteltzc sui i uteoti B-mo del
Giettem Spceil1c It M 1,M0 V ) CWD ttite Cont ... ed hh1 tie

(tiC t uMtv (*ftack, t & ttti Dotiptti' ISpec SIVC.

FAEdotta(S c on, j)

titaocuie(Netuo.

F'etal I ifagitig t.a ... opt

& Oler Perlijicic N N N N o Note 2, 5. 6, 7,9, 12

Smaoll Crgoti r. -Vo9S N N N N MeI Nowe 2,.5 ,.7-., 11.12I

Neonatal Cclihalic

Adult Ce1,halde

Trarts-titetlteal

Tiotos-c.sph. Iun-n47adiae

Mt~irte.(Co iont) N N N N N~zI Nowe 2. 5, 6. 7. 9. 12

NIljsed,ti ItIptc) N N N N NwI Note 2. 5.6. 7,9. 12

Inun-It'minal

£srdiac Adult
Cardiac. CUlai toe diatric

Tr-ais~soptagelf(Cariac)

titter (srce.)

Nnerian eilta el N N N KNVNow I Note 2, 5. 6, 7,9. 12

N=nw indication: P pi cviously cleared by FDSA: H=~ added under Appendix 1
.%dditional Commentsq:

Color Wji n lct itiluds I'oe r Ampli tide) rDopp~c
Note I: Hk'lM4,s-tMY, n . B I 'PD, 1 - lul). tilt 1). 14 LW. itC-I, W 14, Itl. tt-tIt)M D M.t tT. PW, j, c- %4, i- c-W cw. (-rl)LW ,

lDtrl(13. B-,C. l I) [I). Bt+l'D)
Note 2: h lrc urntg fot gttidauttt.1 nbtpy
Note3: lneltdeh iulitlitt ttttkitcing ol'IbIlicte devctopitetl
Note 4: Color .M,Is-'de

Nile 5: F., esainpie: lrroid, pouttrid. breast. croltit and petsi drilt. 1ediar ic and tct~tl~titt
,lowe 6: Abdotititl ,tw~ns ond petiphectl ~s
Note 7: 1 isue I tarronic hlziin f 1 Ili
Note A: 3D inotg
Note 6: [-,n.-rTc~ imlagitg
Note fI: tlu& ttdcs eal (ytctoy.l
Notw I I llaso~ca
Note 12: Spatial C oatnd Ittuging

Cottcurien ce of C DR I L5 Officc o1 In roti agoiuiLS and] Radio log eat I ltdil ((0lR
SrS0 ip tint I I ~c Pe 21 I VR0f 1.169)

indications for Use Section 1.3, page 21



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

I)IAGNOSTIC ULTRASOUNI) INDICATIONS FOR USE STATEMENT

5 1 0(k)l No.:
D)evice Namei: P2-4 for use with SONOACE R7
Intended Use: Diagnostic ultrasound inn 'lung or fluid flow analysis of ire humnan body as follows:

Clinical Appliation Ntoduw iiOiatioi (ic~iudcs oimdwtiioois 13-mode)

GCwcu StVcitc B3 KI PWtJ CXVD Cott Combiined- Othz
(*I cL Iti tra, I cks! & ]HI rkcr It, r c.) t.tvcA

Optialtic (Opllhnalic

Fewt (Sit Note 31
AhI(iitjitat(SzrVon:;l JiW 1, 1, I P 1' Not N.ite .. 7

tlanotx-ritac (Sec Note i')

t~i~. I maiiig 1apaoscnpic

& Othet Pc~dianic
Situl! (aan (Sec N.*,Ic 5
Neonia I Cepltat i
Adult Cepliatic 1, p 1, 1' 1, Nme Note 1, 7

Tiut-reial

lia~igi$-aiil

rn,, urculint

teiii,s.C501i . no-Cardiac)

CticAdult P 1' 11 p 1,NeI Noe 4. 7

Catdiiac Citic Pediatiric p P 11 1,a I N .Not .1, 7

C(tIcIt I "itce"

leth Poitu .c ipheral vesl ___________________________

Oesl ether (pc

N= iiew indication: P= previoSly Cleared by, FDA K 113138 1: E=" added tinder ApprivtdiN E:

Coloto0'le includes Pl'otr (Alttt'tit,,id tDojipki
N.tie I: I3dt Ii P,1 W. It -C. IBN'D1)..LMItt't). IlB. ti- CM..3 I- C -I'. lPWItt ')>P\M . It -1ll)>1k 1W.% It-M. 14-C -CV. HII) i')CW
Duial(I. lit - . Be -It). Rl TD. R PD)
NI lte 2: 1nclodeI .. logig lo,-r ituie OJ liopsy
Notel, eI 'u, rci iliiv iil...ii,-...... cit I1tticl ies klo pt....ni

N4e 4: Color M-nirdc
Nv ii5: F.-1 xtilflue: Is'.-id. parattiu id Ni cast. w ioad I tI-. Ii a hi 1. pd aM. ic ad iti .. I. patient
Noe 5: !tfitii 1,rassad pctiitwts cvsel
Note 7: ti~suc I tW n.ol taI .z~g(I Ie

N-te S: 31) ittagiot
Note '9: Patti ranuic intagisg
N.,ie Ili, itc hidesI il.Gneo tvev
Notw 11: Ila.Scatt
Note 12: Spittial Cai'itoand [macitta

Concurrence or (.1)141L Office 1i1 1)i lVa-c tiagnmosties und Radiological I tcatth (0OIi
Prescriptiron LfIs (Per 21 CFR Sto 1.109)

Indications for Use -Section 1.3, page 22



5 510(k) Premnarket Notification SONOACE R7 Diagnostic Ultraound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

; 1 0(k) No.:
Device Name: PN2-4 for use with SO)NOACE R7E
Intended Use: Diagnostic ultrasound ima~ing or fluid flow analysis of the humnan body as fol lows:

Lkiia I A ppli cation MWd cr Orsition Li'iliid... ISinulttl s teisi B-Eme;

I ha,, I uhl (Tracks I & MEl I k"Pu ic:It'e

Ophthalmic ophthalmic

FetA I Sec Note I I_______

Ahtitl/M:u,11S,A 1bg/), 1, I' P I' I' Nun Not, 7

lir~p tatit 5 Note 6j

I, ta-uipctalvc (Neuro i

AzOthet Pzdmutic

Smillt1 OaNtt (See WoE 5)

Nental Ceplldlic

Adult ttlsttatic P 1, ' 1' 1, N1e1 Nole,

I ittis-,,aginat

Ttaii-iirelhufl

'Iln-cnpli. (Jima-Cardiact

N~zil-k .(Cut lI

Nlirao toiket. (Superficj

Caiis Adult Pn P P P, P NW1Note 4, 7

Cidiac, Catte Ilecdnie P P P 1, 1, N'u Note 4,.7

Ofta I sive.)

Lclpert Ptipheral sEssel T . .

N= new indication: V= previously cared bInl).DA KI 32228: E= added tinder Appendix I'
Additional Co, usents:

('slot lipjil includes E's'vr I Aiipliludei I)ppl
N-1, I B hN 1. 11 lV, 13C,. 1,-lI 1.iDIII). [1 tl rl0CW I-l' ll_ t'W. ttt)[)[,,lW 1, l3-lW . IC.t o1C-CW, t'tCV.

Not 2ie Incliudes iiaigto, r uiat (,2 tiLutf
Note 3: fuilli... nk, ililmsits242I-icclconat
Nioe 4: Colicr M-ntsi
Nmte5: I-k,. Nanytlt,: thptstd. parath,,toid. btemst..lt, anid Nt~ ill adult. ediatri tid telitlaintsa

Note 6: Ahidoitijitat inarjas and ptWiphe'te I
Wote 7: 1ki.,c, Flat (Ounrie Ismyliti Tll)

Nic, 5: 31) iittligi,

Note 9: I'att... tmje intitig
N 0t u(: ttlide Renal.Cvtclirjl

Not, 11: MEs~t
Note 1 : S~taliat Coutip'und litaging

Con ettrrecC of C'I)R 1. OWict of hII'a Di tglio Lies ad Radio I' gical II cal[ia (01 R)
P'rescription (a, tiic Pe 21 GClt 801.10191

Indications for Use Section 1.3, page 23



5.1.00) Premarket Notification SONOACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INI)ICATIONS FOR USE STATEMENT

:fI0(k)l No.:
Device Namte: SP-3-8 for use with SONOACE R7
Intended Use: Diagnostic Uutasound irna lig or' fluid flow analysis oi the humian body as tbIlowvs:

CIii,cul Applicatin IAod& ofr0G . ... oi tricties siimiliaiieoil fl-rnstcl
0 iertSpecfic Bt N IWD C W 0 ot, CorMhincr 011'a

thick Ihlitacks I & Hit Mvijopc * Spec1 ~Spec.

17cmt eSL,!,Vo 3)
Ahdt,IrinatrY,,'c , m,j N N N N N Note I Mr .
lolIn - ilpena v (YeaNc/ 6)

lntna-o triltie (Nerc

& (ifier t'dbiric

Adult1 Celfaile N N N N N Nor I Notie 4, 7

Tmmc-vamCin

ITrans-i, cilil

Mus jiisLtS ie; ic.)

Olier, (spte.)

C,iac Adult N N N4 K N Note I Notc 4. 7

Crliae Cardin Pediatic N .1 N N N Note I Notec 4, 7

ittier (site. I

Pcrilterrt T- Icrid c-cwle

Wiadl (ite (srcc t

N=nrco- indication: P precvinuqty ctece byDiA: F= dded urndcr Appendix E
Additinal Comnments:

Color lDopiilen itiludsFo' (Atiptiiude) D~oppler
Not..r 1: Hi 1,11\V', I M. R01 n-rI't IvT). IPCW. ra+CrTIW, 1W A~i-lW r 4 WIC-M, BWC~cW.I.rlt

Nor, 2: I.Oltdes frrergor guidan.....rhbt' 1's

Norw 3: includs inttirilirv rronircvirg X[ bilicle dceleoptwur
Note 4: Colo. NI-mode
Note 5: Fk, ropc throid. iu-alwoitrcis. ,notrr td ,I, Wt ,tri. pediatri arid ,,or~lpn~iti~s
Note 6: Abdourmi rgn and pe Iipinil vese
Note 7: tisue F larnion (c i ]Mliw tl
Nore 8: 31) na,,r
Notw 4: i :tmoruaui imaging
Note IAtild eti,(ctc vPli
rote It: L~sncn
Nore 12: Srotti Conlsiund onging

Cotueu r cenee ot CDR 1)1. Office of In I'd/ru i)aenost ics wtild R adiol ogieat I I culth iii (I R
tlresetiiptioti Use iPer ' I CFR R0 1. 109)

Indications for Use Section 1.3, page 24



.510(k) Premarkel Notification SONOACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUNI) INDICATIONS FOR USE STATEMENT

5 1 Mk) No.:
Device Nanne: 3D4-8 for use with SONOACE R7
Intended Use: Diagnostic ultrasound ima 'lug or fluid flow analysis onhei humnan body as foll1ows:

hI ni.1 A ptsl i io Mode ii I liot-*intel de st .i..r flttcti s B-moodel

Cit lSprxd iB I M 'WI), LW) Colo, Corlkned * 01 her
(I tuk Irtrlv) I roick I TI- - Iopl)

Cphltlrrriuc (.hilhth ...ric

Pe7=i (Y". Mu,' 3) P 1, 1 P Now Norw 2. 7. A.

Abdourtiral(See Mar /b 1, 1, v P P Not Now 2, 7. S..9

Iru-q~ttrtaiv (Se ,ot A*,,

Intra-opet dwie tNer. I

I elal I Pirs nrg Latesiro ...Pic

& 01riwe Petliatric, [' No I Now 2,7, 8,04

Smnall 'ant (Si M

Neonari Ccilialic

Adult CephurIe _____

Irutos-titd,;t Nrlit w

Tracns-rso1,h (nnCardiac)

Mune sceII ue i.

,%Idtiua Cmmnrtmi

Coo thoiper (spuc,)o ~ofld)Mpe

Note2 t ,1,1ws n pltu gea to, g id iacrbp)

Vow :selo Oth,,er c.

Nte 6: ridjctoun ' re iounns Ind cleivd b ~A11 pI:1 de ne pedx

Addition31 Corimlls

Note 0: ItLt IiMAttLg ot guiac o

NoteI): Include, iRvrhiv'trnrrigo Iiiled1loti
Nole H: ColM-nrul

Nonurtec o: ADR 1.~n tfic oft Ingrn andfr rtrutk. aned Raioutssclh(0R

Notesc 7:io lissu t tareni ltIntFrging1. i II

noteations for Ue metin .3tpge2



5 10(k) Premtarkel Notfication SONOACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 1 0(k) No.:
Device Namte: 3D4-9 for use with SONOACE R7
Intended Use: Diag~nostic ultrasound imnaging, or I1bid flow analvsis of the hurnan body as follows:

h.incafl Appli1cation lode or 0 lallot; i i tde sit,lawteoo, fl-mode i

GettlS~reifk i M 'WI) CWI) Color Co....lired' Other

(trak I,,,,K) rack I & lil; Doiler f Spec.)

C'1ili1haltic oplithltc

tctll~ MNt 3) P1 1, 1, 1-Nt Note 2.7.
A~tttPl'' Nin 10) P' Not I' Note 2. 7. 8

lntrd-orrall, (sicWo, 1,)

lntrs-,perd ii (Netirt'.

FeA lounpgig latocopc

O ater Pediatric

Neonatal Cephalic _______

Adult Cephalih,_________________________

Trt1-eca P P 1,No, Note 2. 7T g

Trans-vacinal v I' P 1,Noe Note 2,8

Traits-ti, ellirtil

Trans-esph. (Inn-Cardiac) ____________

Inua-Itinal

(Iler (spec.tI

Cordiac Adut______________

Cardiac, Cao,ia Pediari ic

PeiVIertnI 1 Peripherl Les~el

N= new idication: P- preViouiSly cleared byN FlA K 122583: 1 added under Appendix E:
,tddicinul Conments:

Color t lrtpler itade, 'owe, I Anapti todc) Ipptce
Nrit, I: HI+M, 111W 11-t HIPI). l5,It't) RIT 04W . P TW t't t'W1.1. khlI'[)iDPW Bkf*'PW .C:M RI:Ce. V t)'
Biti It , RB-F(.I It, B 1lU. B''
Note 2: Iitetttd,. iri*rng .... ..idree Io
NOWe3: Includes iitfcrilitv 1tofliltring of follicle develipittettl
N"Ie I: Color M-mrdc
No te 5: For c oample: thyroid, par attyroid, breast, sctotptri td pe us ins adttI pdiaItic aid reolitalJ rca it is

Nite 6: Abdo..minal ,,n anod pet iplteji ves
Not, 7. Itisue I tirtnien tnttangirt (lIltM
Note ii 3)D t,:nn8l
Note o: I:nfl'rattt Imaging
Note I oi: ['eldes, Reis:l, 6 ytt oliogvat'eti,
N~OW I : F Zl~sSean .
Note 12: Spatial Compaun d Iriging

Cotscuri ence of C DR 1. (Office of In Iir 'ProUa nosim. uitl Radiolottical I Ical Ii (IR I
Prese lipliton Use iPer 21I CEKR go1. log)

Indications for Use Section 1.3, page 26



516(k) Preruarkel Notification SONOACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Name:. V\N4-8 for use wirih SONOACE R7
Intended Use: Diagnostic ultrasound ima 'ing ort fluid flow analysis of the human hody as follows:

Clinicl Application Mjode 'AO ictatio t'irclrt&' sirntlwrwots 11-rn-10
tJmmll Sptec lie B II I'W) Cwri Cot... C,t t l rUd 0her

I iack I tittvI ftacks I &r l 1111Ic 1)_______ (Spc.

r11lIr'ltttbic fOphthlmic..r

Feril (Sie Woo 3) K N N N NoeINote 2. 7, S. 9
Ahlorrtiar.%(SC Vet. I (/ N Nf N NNoe1Note 2, 7. R, 9

nra-ioporuti, e Cyue Aote 6)

*& (litter Prdiefrc N N N Nt N Note 2, 7, 8.9

Small Organ (Se-c V,,te i)

Neonatal Cp1hle

Adult Cc phailic

T ...... ccul

irn-cesplt (mrt-Caliae)

Ntttscttlrrskel Cottet)

husclo-siil Iue i.

O11ter iSpec.)

ladac Adtttr
tar diit Cardiac Pediric

li*rnr'IIgr (sped - e

Veqsct Othet (spoc.)

N=ne i 'i d icad n: = pticv iousl ycleaoed by FDA K 13081)3: E added tindcr A ppendr I :

Color Doppler itncludes PoueitjAmplitric) Doppler
Nt 1 : li~ N, h-Pw, It.,* I'F). ltlMhri. R'4, l4cw. rt'Cl'W t III W H+r)F'OW, ls-l).lWV H-C-Nt, flC CV, BIt DCW

N-ote 2: Istettitt tttarng 3wt gtir.t.. rt,,lhtols
Note : Includes intcriilits Itonitmting ol follicle de' lopttcttt
Nr't I: Color M-mod,
Not, 5: For. c,+ampl: th,,roid. prai;hyroid. breast. scrortt nd I'is rin ltpdiatrc and neontl pdeitta
Nile 6: A bdott I nat oran aidphet ipiei cl
Note 7: ie I larotortie tttagirtg 11I11I1

Note 9. Patnoramitc imaging
Note It(Ini. Renal. tiutecologyv~e lvi"
Note I : Hiastoseatt
Note 12: Spatial Com[Vund igine

Cone utiunce of C111 D R IL1f11icc if'b it ro Di agti mic. laid Rl ad iol otical Ilea t III R

Indications for Use Section 1,3, page 27



._5 1 0(k) Premarket Notification SONOACE R7 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INI)ICATIONS FOR USE STATEMENT

5 10(k) No.:
Device Namte: CW2.0 for use with SONoACE R7
Intended Use: Diaanostic ultrasound iniaging or fluid flow analy-sis of the humnan body as follows:

C utica! Application Mode plO ti alioi * inclide si mutttivuoti f-mode

Gei'eial Sj~ific It 'A PWD I WD Color Cotthtt,d' Ot)her
Imck I onlvI toucks & III! Dooplle !.S2cI

Feel]tia(SC n ....

intrarts /8r tSnnl (1)

I nira-opeial YC (Ne'ins

& Other t'ediaric

Small Organ No V-i5

Neoniatl Ceplrie ________

Adult Ce phore

tin rt-etojnl. (noti-Cardinic)

Nluscnnlo-scl. l~cote le

(Orber Crc.)

Car diiac Adrlt P ___________ ________________

Cardiwc Cat ti ttediatr ir

Oiter(se.

Pe, ipletAnl LLri:leti Iese

N ncsv indication: P='Ipreviously, cleaed by FDIA K t13 0803: E= added tinder Appettdt i '
A dIditionnsl Comments:

Color Doppler ittetode Peme t inpltidc) Doppler
Note1 I: RIMt. li.- W B 1,13111 l). I0lTTX . 1CAV. flC-'W, It P-P lW Ii-Ol)IW - tP CM I -CW. HtPD1W.

Note 3: hltrtde initltit utirmcung AolIiCl deVCIltnieii
Ntile 4: Color M-l itt1

Note 5: FoNsml thyroid. potm at. htuid. breast. scrotlii and jwi k iii nduIt. pdimttic and neonatal paritt
Note 6: Atdottiretloud and Ixt ipierul ease I
Note 7: Tissue It urmiunte Titaginu 0It1I)

Note 10: I tie udes Pt sat (is Rcklonzv/Pe si
Nole It: lFlaStncan
Note 12: Spuatil Cott 1j~tuuc tingig

Councurrence of' CDRI 1. Office Wf h, 'in, Dia t.....stcs and Radiologicaend Ical th 101 R)
Prescription Use (l'er T1 (PR s 41 . lI')t

Indications for Use Section 1.3, page 28


