
510(k) Preniarket Notification JN 00 ACCUVIX V10 Diagnostic Ultrasound System.

510(K-) SUMMVARY OF SAFETY AND EFFECTIVENESS

This summary of safety and effectiveness is provided as part of this Prenmarket
Notification in compliance with 21 CFR, Part 807, Subpart E, Section 807.92.

1. Submitter's Information: 21 CFR 807.92(a)(1)
MEDISON CO., LTD.
1003, Daechi-dong, Gangnam-gu,
Seoul 135-280, Korea

Contact Person:
Mr. kyung-Am, Shim
Regulatory Affairs Manager

Telephone: 82.2.2194.1381
Facsimile: 82.2.2194.1399
Email: kashim~rmedison.comn

Data Prepared: September 7. 2009

2. Name of the device:
Common/Usual.Name:

Diagnostic Ultrasound System and Accessories
Pron~rietary Name:

ACCUYIX VI OfDiagnostic 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:
K07081 3, ACCUVIX VI O Diagnostic Ultrasound System
K092159, ACCUVIX V20 Diagnostic Ultrasound System

4. Device Description:
The ACCUVIX VI 0 i s a general purpose, mobile, software control led, diagnostic
ultrasound system. Its function is to acquire ultrasound, data and to display the data as
2D mode, M mode, Color Doppler mode, Power Doppler mode, PW Spectral Doppler, CW
Spectral Doppler mode, and Tissue Doppler Image mode on the LCD display. It also provides
the 3D/4D imaging mode using the 3D14D probe in the Mechanical scan mode.

The ACCUVIX VIO has real time acoustic output display with two basic indices, a
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510(k) Premarket Notification ACCUVIX VI 0 Diagnostic Ultrasound System

mechanical index and a thermal index, which are both automatically displayed. The
system also provides for the measurement of anatomical strdctures and for analysis
packages that provide information used -for clinical diagnostic purposes by competent
health care professionals.

The ACCUVIX VIO0 has been designed to meet the following product safety standards:

- UL 60601-1, Safety requirements for Medical Equipment
- CSA C22.2 No. 60 1. 1, Safety requirements for Medical Equipment
- 1EC60601 -2-37, Diagnostic Ultrasound Safety Standards
- ENIIEC606OI-1, Safety requirements for Medical Equipment
- EN/1EC6060 1-1 -2, EMC requirements for Medical Equipment

-NEMA UD-2, Acoustic Out utMeasurement Standard for Diagnostic Ultrasound
Equipment

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

- [EC 61157, Declaration of the acoustic output
- 1S010993-1, Biocompatibility

5. Intended Uses:

The ACCU'VIX V10 system and transducers are intended for diagnostic ultrasound
imaging and fluid analysis of the human body.
The clinical applications include:
General, abdomen, obstetrics, gynecology, vascular, extremity, pediatric, cardiac,
breast, urology, neonatal cephalic, trans-esophageal, intraoperative and etc.

6. Technological Characteristics:

The ACCUVIX VIO is substantially equivalent to the ACCUVIX VI10 Diagnostic
Ultrasound System, cleared via K070813, and~the ACCUVIX V20 Diagnostic
Ultrasound System, cleared via K092159. All systems transmit ultrasonic energy into
patients, then perform post processing of received echoes to generate oh-screen display
of anatomic structures and fluid flow within the bbdy. All system allow for specialized
measurements of structures and flow, and calculations.

END of 510(K) Summary
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4 0' DEPARTMENT OF HEALTH &HUMAN SERVICES4 ~~~~~~~~~~~~~~~~~~~~~~~Food and Drug Admninistr-ation
10903 New Hampshire Avenue
Document Mail Center - W066-G609
Silver Spring, MD 20993-0002

JAN 1 9 2010
Medison Co., Ltd.
%/ Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services LLq
l1394 2 5h Street NW
BUFFALO MN 55313

Re: K093849
Trade/Device Name: ACCUVDC V1O Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: II
Product Code: PIN, IYO, and ITX
Dated: January 7, 201 0
Received: January 8, 201 0

Dear Mr. Job:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the'Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefbre, market the device,,subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the ACCUVIX VI10 Diagnostic Ultrasound System, as described in your premarket
notification:

Transducer Model Number

3D2-6ET C2-61C NER4-9ES
3D4-8ET C3-71M NEV4-9ES
3D4-9ES C4-9/10ED L4-7EL
3D5-9E EC4-9IS L5-12/50EP

V6-12 ER4-9/10ED L5-13IS
'C2-5EL EV4-9/10ED L6-121S
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L7-161S MPT4-7 P3-8SCA
L8-151S P2-4AC CW 2.0
LS5-13 P2-4BA CW 4;0
LT4-7 P3-5AC

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMIA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21,Parts 800to 898. In addition, FDA
may publish further announcements concerning your device in the Federal kegister.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act! s requirements, including, but not limited to: registration and listing (21
CFR Part 807'); labeling (21 CFR Part 801); good manufacturing-practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/Ccntem-Offices/CDRH/CDRHOffices/ucmI 1 5809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
notelhe~regulation entitled, "Misbranding by reference to premarket notification" (2 lCFR 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/Rep~ortaProblem/default.htm for the CDRiH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Andrew Kang at
(301) 796-6544.

Serely yours,

Donl .St.Pierre

Acting Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device
Evaluation and Safety

Center for Devices and Radiological Health
Enclosure(s)



510(k), Prenmarket Notification ACCUVIX V1O Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.: IC v7ScP47
Device Name: CW 4.0 for use with ACCUVIX V1O
Intended Use: Diagnostic ultrasoun imaging or fluid flow analysis of..the human body as follows:

Clinical Application Mode'of Operation (*intlude simultaneoi B-rmdde)
General Specific B M PWD CWD Colot Combined* Other

(Track! only) (Tracks I & HI) Doppler* (Se. (Spec.)
Ophthlmic Ophthalmic

Fetal (See Nrote 3)
Abdominal
Intra-operative (See Note 6)
Intra-perative (Neuro.)

Fetal Imaging Laparoscopic
& Other Pediatic P _ _ _ _ _ _____ _________

Small Organ (Se Note -5)
Neonatal Cephaic _ _ _ _ _ _ _ _ _ _ _

Adult Cephalic P _ _ _ _ _ _ _ _ _ _ _ _ _ _

Trans-rectal
Trans-vaginal ___ ______

Trans,~urcthral_ _ ___ _ _ __ _ _ _

Tnans-esopb..(ndni-Cardiac) __ ____ _________

- Musiulo-skdl. (Convent.)
Musculo-skeI. (Superfic.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Intra-lumninal
- Other (spec.) _____

Cardiac Adult p _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Cardiic Pediatric p _______

Trans- esophageal (Cardiac) _ __

Other (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _

Peripheral Peripheral vessel P _________

Vessel Other (spec.) _ __

N= new indication; P=- previously cleared under K070813; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B/M, B/PWD, IBCWD, B/Color Doppler, B/P WD/Color Doppler, B/Color Doppler/M, B/Color~Dbppler/CWD
Note 2: Includes imaging for guidance of biopsy

* Note 3: Inchides infertility monitoring of follicle development
* Note 4: Color M-mode

Note 5: For example:thyroid, parathy~roid, breast, scrotum and penis in adult pediatric and neoiiataL patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Hamoni Imaging (Till)

*Note 8: 3Dinhasgmn
Note.9: Panoramnictm gin

Conctxnrence of CD1IH, Ofce. a :t .L...;L.;0D - Cf z-uxD
Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Divisionmof Radiological Devices~

510(k) Number __________



51 0(k) Premarket Notification ACCUVIX V10 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.: Jc 73 &~qY
Device Name: CW12.O for use wvith~ ACCLJVIX V1O
Intended.Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Cliia Application Mode of Oprain (*includes simultaneou B-mode)
'General Specific B M PWD CWD Color Combined* Other

(Track I only (Tacks I & HI1) Doppler* (Spec.) (Spec.)
Ophthlmic Ophthalmic

Fetal (See Note 3) ____________

Abdominal
lntra-operative.(See Note 6) _ ___ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Intra-operative (Neuro.) __ ____

Fetal Imaging LaparoScopic _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

& Other Pediatric _ _ _ _ _ _ _ _ _ _ _ _

Small Organ (Se Note S) __ __ ___

Neonatal Cephalic
Adult Cephalic: _ _ p _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Trans-rectal
Trans-vaginal _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Trans-urethral
Trans-esoph. (non-Cardiac) _ _ __

Musculo-skel. (Coniventt)
Musculo-skel. (Superfic.) ___ ____ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Intra-luninal
Other (spec.) ______

Cardfiac Adult __ _ p _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Cardiac Pediatric p ____

Trans-esophageal (Cardiac) _ ____ ______

_____________Other (spec.) ______

Peripheral Peripheral vessel ____ P _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Vessel Oth&r (spec4 ____ ______

N-= new indication; P=- previously cleartd under K0708 13; E= added under Appendix E
Additional Comments:;

Color Doppler includes Power (Amplitude) Doppler
Note 1: BIM, B/PWD, B/C WD, B/Color Doppler, B/P WD/Color Doppler, B/Color Doppler/M, B/Color Doppler/CWD
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging OMH)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRH, - ' o~zvo>
Prescription Use (Per 21 CFR 801.109) -

(DiViSicin Sign-Oft)
Division of Radiological Devices

510(k)Numberr _______



510(k) Premarket Notification ACCUVIX VIO Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.: 3P0
Device Name: P3-8CA for use with ACCUVIX V1O
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

ClnclApplication ___ Modeof Operation (includes simultaneous.B-mnode)
Oeneral Specific B M ~PWDICWI Color Combined* Other

(Track I only) (Tracks I & II) - - Doppler* (Spec.) (Spec.)
Ophthalmic Ophthalmic

Fetal (See Note 3)
Abdominal p p p p p Note I Note 4, 7
Intrai-operative (See AMote 6)
Intrat-operative (Neuro.)

Fetal Imaging Liparoscopic
& Other Pediatric

Small Organ (See Nrote S)
Neonatal Cephalic
Adult Cephalic P p p p ______ Note I Note 4, 7
Trans-reictal
Trans-vaginal
Trans-urethra].l___

Thans-@bph (non-Cardiac) _

MUSCUlo7skel. (Convent.)
Muscplo-slcel. (Superfic.)
Intra-luminal
Other (spec.)

Cardiac Adult ....f p p p p Note 1 Note 4. 7
Cardiac Cardiac Pediatric p p p p p Note I Note4,7

Trams-esophageal (Cardiac) ___ ___

Other (spec.)
Peripheral Peripheral vessel

Vessel Other (spec.)-

N=new indication; P= previously cleared under K092159; E= added under Appendix E
Additiontal Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B/Mi, B/PWD, B/CWD, B/Color Doppler, B/P WD/Color Doppler, B/Color Doppler/M. B/Color Doppler/CWD
Note 2: Includes imaging for guidance of biopsy
Note 3' Includes infertility monitoring of follicle development
Nnte 4: Color M-modc
NoteS5: For example: thyroid, parathyroid,.breast, scrotum and penis in adult, pediatric and neonatal patients.
Note 6: Abdominal organis and peripheral vessel
Note 7: Tissue Harmonic Imaging CWll
Note 8: 3D imaging
Note .9: Panoramic imaging

ConcurrenceofCDRH,CM-Q- .tfl,5 1L.. §r"M)60(bwoAA Q ~ ~~~~~Prescription Use (Per 21 CFR 8014109)

(Division Sign-Off)
Division of Radiological Devices

510(k)Number______Q_____



51 0(k) Prernarket Notification ACCUVIX ViO0 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.: VY3 4
Device Name: P3-SAC for use with ACCUVIX V1O
Intended Use: Diagnosticultrasoun imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operaion (*includes simultaieous B-mode)
General Speciflc B M PWD CWD Color Combined* Other
(TakI only) (Trcs I & 1II) Doppler* (Spec.) (Spec.)

Ophthalmic Ophthahuiic

Fetal (See Note 3) __________

Abdominal P P P P P Note I Note 4, .7

Intra-operative (See Note 6)
Intra-operative (Neuro.) _______________

Fetal Imaging Laparoscopic

I & Other Pediatric

S malt Organ (See Note S)
Neonatal Cephalic

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

Trans-rectal

Trans-vaginal
Trans-urethral
Trans-esoph. (non-Cardiac) __

Musculo-skeL. (Convent.) ___

Musculo-skel.. (Superfic.) ___ ___

Initra-lunninal
Other (spec.) _ ____

Cardiac Adult P P P P P Note I Note 4.7
Cardiac Cardiac PdarcP P P P P Note I Note 4, 7

Trans-espaga (Cardiac) ___ _ _ ___ _____

Other (spec.) _ _____

Peripheral Peripheral vessel
Vessal Othrr (spec.) _________

N=new indication; P= previously cleared under K070813; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: BIM, B/PWD, H/CWVD, H/Color Doppler, H/PWD/Color Doppler, B/Color DopplerlM, B/Color Doppler/CWD
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Noate S:TFor example: thyroid, parathyroid, breast, scrotum and penis in adult pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 71: Tissue Harmonic Imaging (171l)
Note 8: 3D imaging
Note.9: Panoramic imaging

Concurrence of CDIRHI, f -- t~.".~ -gE (os-vmj
Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Radiological Devices

5 10(k) Number_____)______



510(k) Premarket Notification ACCUVIX V10 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.: kv~3cP4Y
Device Name: P2-4BA for use with ACCUVIX VI O
Intended Use: Diagnostic ultrasoun imaging or fluid flow analysis of the human body as follows:

Cliia Application ModedfOper ion (*includes sliriultaneous H-mode)
General Specific B M PWND CWD Color Combined* Other

ITac only (Tracks I & 11I) Doppler* (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Abdominal P P P P P Note I Note 4, 7

Intrat-operative (See Note 6)
Innr-operative (Neuro.)

Fetal Imaging Laparoscopic
& Other Pediatric

Small Organ (See Note S)
Neonatal Cephalic
Adult Cephalic P P P P P Note I Note 4, 7
Trans-rectal
Trans-vaginal

Trans-urethral
Trans-esoph. (non-Cardiac)
Musculo-skel. (Convent.)
Musculo-skel. (Superfic.)
Inmit-luminall
Other (spec.) _ ____

Cardiac Adult .1 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.) _ _ _ _ _ _ _ _ _

Peripheral Peihea essel
Vessel Ote,(pc)_ _ _ ___ __

N= new indication; P--previously cleared under K092 159; E= added under Appendix 2
Additional Comments:

color Doppler includes Power (Amplitude) Doppler
Note I: BIM, B/PWD, BtCWD, B/Color Doppler, B/PWD/Color Doppler, B/Color Doppler/M, B/Color DopplerICWD
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mnode
Notes5: For examrple: thyroid,,parathyroid, brews, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imagingflh)
NoteS8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRH, OZ.(L.L D)Cot -w U
Prescription Use (Per 21 CFR 801.109)

(Division 'Sign-Off)
Division of Radiological Devices

5 10®k)Number ___________



51 0(k) Premarket Notification ACCUVIX V10 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.: o 8-0
Device Name: P2-4AC for use with ACCUVIX Vi0
Intended Use: Diagnostic ultrasoun imaging or fluid flow analysis of the human body as follows:

ClnclApplication Mode-of Operation C'include siniultaneai B-incide)
General Specific B M PWD CWD Color Combined* Other

(Track I only) (Tracks I & III) Doppler* (S.pec.) (Spec.)

Ophthalmic Ophthalmici

Fetal (See Note 3)
Abdominal P p p p p Note I Note 4, 7
Intta-oiperative (See Note 6) ______ ____ _________

Intrat-operative (Neuro.)
Fetal Imaging Laparoscopic

& Other Pediatric

Small Organ (See PAote S)

Neodatal Cephalic

Adult Cephalic P P p P P Note I Note 4, 7
Trans-rectal
Trans-vaginal

Trans-urethral
Trans-esoph. (non-Cardiac) __ ___

Musculo-skel. (Convent.)
Musculo-skel. (Superflic.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Intra-luminal

Other (spec.) _ _ _ _ _ _ _

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

Trans-esophageal (Cardiac) _ ___ ___________

Other (spec.) ______ _________

Peripheral Peripheral vessel
vessel Other (spec)

N= new indication; P--previously cleared under K0708 13; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B/M, B/PWD, BICWD, B/Color Doppler, B/P WD/Color Doppler, B/Color Doppler/M, B/Color Doppler/CWD
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, parrathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THI)
NoteS8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRH, JZLft U X.L 1 9w M (ar-vm9
Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Radiological Devices

510(k)NumberIL A5 '



51 0(k) Premarlket Notification ACCUVIX VYb Diagnostic Ul.trasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.: Co 3 4
Device Name: MIPT41-7 for use with ACCUVIX V10
Intended Use: Diagnostic ultrasoun imaging or fluid flow analysis of the human body as follows.:

Cliia Appl~ication Mode oFOperation (*includ~ sirmiltanebu B-ntode)
General Specific B M PWD CWD Color Combined* Other

(TakIonly Crracks.I &.11) Doppler* (Spec.) (Spec.)

Ophthalmic ]Ophthalmic

Fetal (See Note 3) ___ ____________________

Abdominal
'Initra-operative (See Note 6)
Intra-operative (Neuro.) ____ _________

Fetal Imaging Laparoscopic _________

& Other Pediatric
Small Organ (See Mote 5) ________

Nednatal Cephalic _ _________ ________

Adult Cephalic __ ____ _____________

Trans-rectal
Tranis-vaginal _ _ _ _ _ _ _ _ _ _ _ _

Trans-urethral _______

Trans-esoph. (non-Cardiac) P P P P Note .1 Note 7, 8
Musculo-skel. (Convent.)
Muscula-kel. (Superfic.) _ _ _ _ _ _ _ __ _ _ _ _ _ _ _ _

Intra-himinal
Other (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageall (Cardiac) N N N NNote I Note.7,
Other (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _

Peripherai Peripheral vessel
Vessel Other (spec.) -

N=new indication; P=- ptev'ibwly cleared wider K092159; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note I: B/M, B/PWD, B/C WD, B/Color Doppler, B/P WD/Coior Doppler, B/Color Doppler/M, B/Color Doppldr/CWD
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes inet~iity monitoring of follicle development
Note 4: Color M-mode
NoteS5: Forexample: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (TIE)
Note 8: 3D imaging
Note .9: Panoramic imaging

Concurrence of CDRH, (OR"ix .ixai. JE (rm
Prescription Use (Per 21 CFR 801.109)

ODivison S$gn-
Division of Radiological Devices

510(k) Number VC ~S'



510(k) Prennarket Notification, ACCUVIX VIO Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.: 3
Device Name: LT4-7 for use with ACCUVIX VIO
Intended;Use: Diagnostic ultrasound imaging or fluid flow analysis of the human~body as follows:

CliiaApplication Mode of Operation (include simultanteous B-mode)
Gen-era] Specific B M PWD CWD Color Comibined* Other

(TakIonly (Taks I & IlI) Doppler. (Spec.) .(Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3) ___ ________ ____

Abdominal
Intra-oiperative (See Note 6) N N N ____ N Note I Note 8, 9
Intra-operative (Neuro.) N N N _ _ N Note I Note 8, 9

Fetal Imaging Laparoscopic
Ru Other Pediatric

Small Orgain (See Note 5)

Neonatal Cephalic
Adult Cephalic
Traiis-irctal

- ~~~Trans-vaginal
Trans-urethral
Trans-esoph. (non-Cardiac) _

Musculo-skel. (Convent.) ________

Musculo-skel. (Superfic.) _____ ________

Intra-luminal
Other (spec.) _____

Cardiac Adult _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Cardiac Pediatric _ _____

Trans-esophageal (Cardiac) ____ ________________

Other (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Peripheral Peripheral vessel
Vessel Other (spec.) ______

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

Color Doppler includes Power (Amplitude) Doppler
Note 1: B/M, B/WD, B(CWD, B/Color Doppler. B/PWD/Color Doppler, B/Color DopplerlM, B/Color Doppler/CWD
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertilitymntrn fflil eeomn
Note 4: ty ontoin o fllclmdveopen
Note 5: For example: thyroid, paraihyroid, breast scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (Til)
NoteS8: 3D imaginfg
Note 9: Panoramic imaging

Concurrence of CDRH, -... EJ .Z.
Prescription Use (Per 21 CFR 801.109)

(Division Sign-Oft)
Division of Radiological Devices

510(k)Number________



510(k) Premarket Notification ACCUVIX V10 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.: _ 1< PS H 7
Device Name: LS5-13 for use With ACCUVIX V1O
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode orOperaion (includes simultaneou B-mode)
General Specific B M PWD CWD Color Comnbined* Other

(Traki ny (Tracks I & III) - - - - Doppler" 4s2=2 (Spec.
Ophthlmic Ophthalmic

Fetal (See Note 3) ____________

Abdominal
Intrai-operative (See Note 6) P P P p Note I Mote 8, 9
Intra~operative (Neuro.) P P P P Note I Note 8. 9

Fetal Imaging Laparoscopic
&Other Pediatric P P P ____ P Note I Note 8, 9

Small Organ (See Note 5) P P P ____ P Note I Mote 8, 9
Neonatal Cephalic P P P _ _ P Note I Note 8, 9
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Cardiac) _

Musculo-skel. (Convent.) - P P P ____ P Note I Note 8, 9
Musculo-skdl. (Superfic.) P P P P Note I Note Si 9
Intra-luminal

_____ ~~~Other (Spec.) _ _

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac) _

Other (spec.) _ _ _ _ _

Peripheral Peripheral vessel P P P _ _ P Note I Note 5, 6,9
Vessel Other (Spec)

N- new indication; P--previously cleared under K(060087; E= added under Appendix E
Additional Comments:

Color Doppler 'includes Power. (Amplitude) Doppler
Note I: B/Tv! B/PWD, B/CWD, B/Color Doppler, B/P WD/Color Doppler, B/Color Doppler/MA, B/Color Doppler/CWD
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mocle
Note 5: For example: thyroid, parathyroid. breast, scrotum and penis~in adult, pediatric and neonatal patients
Note 6: Abdominal organs arid peripheral vessel
Note 7: Tissue Harmonic Imaging (UMl
NoteS9: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRH, o t .. . -m o - t
Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Radiological Devices

5 10(k) Number )4C)oG C



510(k) Premarket Notification ACCUVIX VIO Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

S1O(k).No.: ico1?3sY4 Y
Device Name: L8-151S for use with ACCUVIX V1O
Intended Use: Diagnostic ultrasoun imaging or fluid flow analysis of the human body as follows:

Ciical Application ___ Mode of Operain (*includes simultaneous B-mode)
Generdi Specific B MI PWD CWD Color Combined* Other

(Track I only) (Tracks I & Ill) Doppiet* (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note. 3) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Abdominal

Intrat-operative (See Note 6) _ _ _ _ _ _ _ _ _ _ _ _ _

Intra-operative (Neuro.)

Fetal Imaging Laparoscopic ____ ____________

& Other Pediatric P P P P Note.lI Note2,5,6,9
Small Organ ('See Note S5) p P p ____ p Note I Note 2, 5,6, 9
Neonatal Cephalic

Adult Cephalic

Trans-rectal
Trans-vaginal _ __

Trans-urethral
Trans-esoph. (non-Cardiac)
Mitsculo-skel. (Convent.) p p p p Note I Note 2, 5, 6,9
Musculo-skel. (Superfic.) p p p _ _ p Nrote I Note 2,5,6,,9
Intra-lunminal _ __

Other (spec.) _ _ _ _

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac) _ ______

Other (spec.) _ _

Peripheral Peripheral vessel p p pp Note I I Nate 25. ~6. 9
Vessel Other (spec.) I____ ___I___

N= new indication; P=- previously cleared under K0708 13; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: BIM, B/PWD, B/CWD, B/Color Doppler, B/P WD/Color Doppler, B/Color DopplerIM, B/Color DoptlerfCWD
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infettility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid. breast, scrotum and penis in adult pediatric and neonatal patients
Note 6:,Abdominal orgiansand peripheral vessel
Note 7: Tissue Harmonic Imaging CMil)
Note 8: 31) imaging
Note 9: Panoramic imaging

Concurrence of CDHH, Q r"',.f..I $~
Prescription Use (Per 21 CER.801.109)

(Division Sign-Oft)
Division of Radiological Devices

510(k)Number )f9?-'



51 0(k) Prernarket Notification ACCUVIX Vi0 Diagnostic Uitrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.: Il 3JZ
Device Name: L7-161S for use with ACCUVIX V1O
Intended Use: Diagnostic ultrasoun imaging or fluid flow analysis of the human body as follows:

Clinical Application __ Mode of Operation (*includes. simultaneous B-mode)
General Specific H M PWD CWD Color Combined* Other

(TakIonly (Tracks I & III) Doppler* (Spec.) (Spec.)

Ophthalmnic Ophthalmic _____

Fetal (See Note 3)
Abdominal ____

[attn-operative (See Note 6)

[ntatm-operative (Neuro.) ________

Fetal Imaging Laparoscopic __ ____ ________

& Other Pediatric p p p p Note I Note 2, 5,6,9

Small Organ (See Note S) p p p p Note I Note 2, 5,6,9
Neonatal Cephalic
Adult Cephalic
Trans-rectal _ _ _ _ _ _ _

Trans-vaginal _ _ _ _ _ _ _ _ _ _ _

Trans-urethral
Trans-esoph. (non-Cardiac) _ __ __ ____ ____ _______

,Musculo-skel. (Convent.), p p p __ _ p Note I Note 2,5,6,9
Musculo-skel. (Superfic.) p p p ___ ____ Note I Note 25,56,9

[atra-lumninal ______

__________ Other (spec.) _ _ _ _ _ _ _ _ _

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac) _ ____ ____ _______

Other (spec.) _ _ _ _ _ _ _ _ _

Peripheral Peripheral vessel p p p _ _ p Note I Noe25,9
Vessel Other (spec) - - -

N= new indication; P=- previously cleared under K092159; E= added under Appendix E
Additional.Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: BIM, B/PWD, BICWD, B/Color Doppler, B/WD/Color Doppler, B/Color DopplerlM, B/Color Doppler/CWD
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For, example: thyroid, parathyroid, breast, scroturm and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (TffDT
Note 8: 3D imaging
Ndte 9: Panoramic imaging

Concurrence of CDRH, Of1 s-6 fl,...t ~ kr 0N~~-

A a& ~~~~~~ ~Prescription Use (Per 21 CFR 801.109)
(Division Sign-Off)
Division of Radiological Devices

510(k)Numnber)A 9c ?



510(k) Premarket Notification ACCUVIX V1O Diagnostic Ultrasound;System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.: ~ ,?
Device Name: L6-121S for use with ACCUVIX V10
Intended Use: Diagnostic ultrasoun imaging or fluid flow analysis of the human body as follows:

Clnical Application Mode of Operation (*includes simultaneous B-mode)
General Specific B M PWD CW/D Color Combined* Other

(Track [ only) (Tracks I & Ill) Doppler* (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3) _ _ __ _ _ _ _ _ _ ________

Abdominal
Intra-operative (See Note 6)
Intra-operative (Neuro.)

Fetal Imaging Laparoscouic

& Other Pediatric P p P _ _ p Note I Note2.5, 6. 7,9
Small Organ (See NoteS5) P P P p Note.1 Note 2,5.6,7,9
N~eonatai.Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal

Trans-urethral
Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent.) P p P P Note I Note 2, Si 6, 7,9
Musrulo-skel. (Superfic.) p p p P Note I Note 2, 5,6, 7, 9
Intra-luminal

_____ ~~Other (spec.) _ _ _ _ _

Cardiac Adult
Cardiac Cardiac Pediatric

Trams-esophageal (Cardiac) _

Other (Spec.) _ _ _ _ _ _ _ _ _

Peripheral Peripheral vessel p ________ Note I Nt .56 .
Vessel Other (spec.) _ __ ______

N-new indication;P= previously cleared under K070813; E= added under Appe ndix E
Additional Comments:

'Color Doppler includes Power (Amplitude) Doppler
Note I: BlM, B/PWD, B/CWD, B/Color Doppler, B/P WD/Color Doppler, B/Color DopplerlM, B/Color Doppler/CWD
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripherai vessel
Note 7: Tissue Harmonic Imaging (TIll)
NoteS8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CR, ~ - r..a, nr(Z'E

Prescription Use (Per 21 CFR 801. 109)

(Division Sign-Off)
Divisioh of Radiological Devices

5 10(k) NuinberhVo93



510(k) Premarket Notification ACCUVIX V10 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.: 1 13 4
Device Name: L5-1318 for use with ACCUVIX VIO
Intended Use: Diagnostic ultrasoun imaging or fluid flow analysis of the human body as follows:

Clinical Applidation Mode of Operaion (*includes simultaneous B-mode)
General Specific B M PWD CWD Color Combined* Other
rack, oni (TracksI& III) - - - - Doppler* (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal (See Nose 3)
Abdominal

Intra-operative (Se Note 6)
Intrat-operative (Neuro.)

Fetal Imaging Laparoscopic ___________

& Other Pediatric p p p _ _ P Note I Note 2, 5, 6, 7, 9
Small Organ (See NoteS5) P P P _ _ P Note I NoteZ, 5,6; 7,9
NeonataI Cephalic

Adult Ceplialic
Trans-rectal
Trans- vaginal
Trans-urethral
Trans-esoph. (non-Cardiac) __

Musculo-skel. (Convent.) p p p P Note. I Note 2,5,6, 7, 9
Musculo-skel. (Superfic.) P p -p p Note I Note 2,5,6,<7, 9
Intra-luminal
Other (spec)

Cardiac Adult
Cardiac Cardiac Pediatric

Trams-esophageal (Cardiac) _

Other (spec.)
Peripheral Peripheral vessel p 1p pp Note I NJote 2.5,67,19

Vessel Oete (spec.)I I

N= new indication; P- previously cleaed under K092 159; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: HIM, B/PWND, B/CWD, B/Color Doppler, B/P WD/Coior Doppler, B/Color Doppler/M, B/Color Doppler/CWD
Nate 2:.Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4:.Color M-mode
N4ote 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult pediatric and neonatal patients
Note 6: Abdominaltorgans and peripheral vessel
Note 7: Tissue Harmonic Imaging (Til)
Note 8:3D) imaging
Note 9: Panoramic imaging

Concurrence of CDRH, I2Z. - L.t c (;oia rS9
Prescription Use (Per 21 CFR 801.109)

(Division Sign-Oft)
Division of Radiological Devices

510(k) NumberLjaflg3 8qg



51 0(k) Premarket Notification ACCUVIX V10 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.: 49Y " Y
Device Name: L5-12/5OEP for use with ACCUVIX V1O
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operaion ('includes simultaneous B-mode)
'General Specific B M PWD CWD Color Combined' Other

(Track! ony (rcsI & III) Doppler* (Spec.). (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3)
Abdominal
Intr-operative (See Note 6,)
Intrat-operative (Neuro.)

Fetal~lmaging Laparoscopic
& Other Pediatric I' P p P Note!I Note 2,5, 6,7, 9

SmaillOrgan (See NoteS5) - p p p p Note I Note 2, 5,6, 7, 9
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent) P P P p Note I Note 2, 5,6,1;i 9
Musculo-skel. (Superfic) P P P P Note-I Note 2,5,6,7,9
Intra-luminal
Other (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult
Cardiac Cardiac Pediatric

Tranis-esophageal (Cardiac) _

Other (spec.'_ _ _ _ _ _ __ _ _ _ _ _ _ _ _

Peripheral Peripheral vessel P P P ___ oe1 Note 2. 5, 6. 1. 9
Vessel Other (spec.) _ __ ______

N=new indication; P- previously cleared under K070813, E= added under Appendix E
Additional Comments:

Color floppiermincludes Power (Amplitude) Doppler
Note IE B/Mt, B/PWD, B3/CWD, B/Color Doppler, B/P WD/Color Doppler, B/Color boppler/M, B/Color Doppler/CWID
Note 2: Includes imaging tbr guidance oftbiopsy
Note 3: Inctudes infertility, monitoring of follicle development
Note 4: Color M-mode
Note 5:-For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (Till
NoteS8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRH,2.......pn JIt Coa-rv l))
h49 ~ ~~~~~Prescription Use (Per 21 CFR 801,109)

(Division Sign-Oft)
Division of Radiological Devices

510(k)Number 1A1-093 "?99



510(k) Premarket Notification ACCUVIX V10 Diagnostic Ultrasound, System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.: )c. 0? 3 04' 9
Device;Narne: L4.-7EL for use with ACCUVIX VIO
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Cliia Application ___ Mode of Operain (*includes simultaneous H-mode)
General ,Specific B M PWD CWI) Color Combined* Other

(Track I only) (Tracks IA Ill1) Doppler* (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3) _ _ _ _ _ _ _ _ _ _ _ _ _ _

Abdominal ________

liitra--operative (SeetNote 6) _ _ _ _ _ _ _ _ __ _ _ _ _ _ _ _ _ _

lairs-operative (Neuro.) _ _ __ _ _ _ _ _ _ _ _ _ _ _ _

FetalImaging Laparoscopic _ ______

I& Other Pediatric ,P P P P Note I Note 2, 5, 6, 9
Small Organ (S'ee NoteS5) p p p p Note I Note 2.5,6,9
NermatalCephalic
Adult Cephalic
Trans-rectal

Trans-vaginal

Trans-urethral
Trans-esoph..(non-Cardiac) ___ _ ____ _____

Musculo-skel. (Convent.) P P P _ _ P Note I Note 2.5,6.9
Musculo-skel. (Superfib.) p p P P NotelI Note2,5,6,9
lntra-luminal

________ Other (spec.) _ _ _ _ _ _ _ _ _

Cardiac Adult _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Cardiac Pediatric __

Trans-esophageal (Cardiac) _________

Other (spa.) _

Peripheral Peripheral vessel P P P P Note I oes 1
1 vessel Other (spec.) ______

N-new indication; P- previously cleared under K092 159; E= added under Appendix E
Additional Comments

Color Doppler includes Power (Amplitude) Doppler
Note 1: BIM, BIPWD, il/CWD, B/Color, Doppler, BIPWD/Color Doppler, B/Color Doppler/M, B/Color Doppler/CWD
Note 2? Includes imaging fdr guidance of biopsy
Note 3: Includes infertility. monitoring of follicle development
Note 4: Color M-mode
NoteS5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THIl)
Note 8:3D) imaging
Note 9: Panoramic imaging

Concurrence of CDRIII,~ n t, - (a::)£ r VG
Prescription Use (Per 21 CFR 801.109)

(Division Sign-Oft)
Division of Radiological Devices

510(k) NumberSO 2 q?



510(k) Premarket Notification ACCUVIX V10 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.: 1<o7.3 ~4V
Device Name: NEV4-9ES for use with ACCUVIX VIO
Intended Use: Diagnostic-ultrasoun ~imaging or fluid flow analysis of the human body asfollows:

Clinical Application _ Mode of Operato (includes simultaneous Bmode)
General Specific B M PWD CWD Color Combined* Other

(Track!I only) (Tracks I & [II)- - - - Doppler* (Spec.) (Spec.)

Ophthalmic Ophthalmic

Fetal (See Note 3)
Abdominal
Intra'operative (see Note 6) ___

Intra-operative (Neuro.)
Fetal Imaging Laparoscopi c ____

I& Other Pediatric

Small Organ (See Note S) __

Neonatal Cephalic
Adult Cephalic
Trans-rectal P P P P Note I Note 2, 7, 8
Trans-vaginal P P P P Note I Note 2, 7, 8
Trans-urethtal

Trans-esoph. (non-Cardiac) ___

Musculo-skel. (Convent.)

Musculo~skel. (Superfic.) __

Intra- luinainl
Other (spec.) _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac) _

_____ ~~Other (spec.) _ _ _ _ _

Peripheral Peripheral vessel
Vessel Other (Spec.)- - --

N= newindication;P=- previously cleared under K070813, E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B/M, B/PWD, B/CWD, B/Color Doppler, B/P WD/Color Doppler,. B/Color Doppler/M, B/Color Doppler/CWD
Note 2: Includes imaging for guidance of biopsy
Note 3: ncludes infertility* monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, paradiyroid~breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THI)
Note 8:30 Vimaging
Note 9: Panoramic imaging

Concurrence of CDRn , L./~
Prescription Use (Per 21 CFR;801.109)

(Division Sign-Off)
Division of Radiological Devices

510(k) Number________



51 0(k) Prernarket Notification ACCUVIX V10 Diagnostic Ultrasound:System.

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMEN

510(k)'No.: fC o73 &47
Device Name: NER4-9ES for use with ACCUVIX V1O
Intended Use: Diagnostic ultrasoun imaging or fluid flow analysis of the human body as follows:

Clinical.Application Mode of Operaion (*includes simultaneous Bmode)
General Specific B MI PWD CWD Color Combined* Other
(TakI only (Tracks I & III) Doppler* (Spec.) (Spec.)

Ophthalnmic Ophthalmic

Fetal (See Nrote 3) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Abdominal
Intra-operative.(See Nfote 6) _ ______

Intna-operative (Neuro.)
Fetal Imaging Laparoscopic

& Other Pediatric _____ _ _ _ _ _ _ _ _

Small. Organ PSe NoteS5) _____________

Neonatal Cephalic _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Adult Cephalic _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Trans-rectal P P p p Note I Note 2, 7, 8
Trans-vaginal P p p ___ P Note I Note 2, 7; S
Trans-urethral _ _ _ _ _ _ __ _ _ _ _ _ _

Trans-msph. (non-Cardiac) ___ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Musculo-skel. (Convent) ___ _ ___________

Musculo-skel. (Superfic.) __ _ _ _ _ _ _ __ _ _ _ _ _ _ _

Intra-lurninal ____

Other (Spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Adult _ _ _ __ _ _ _ _ _ _ _ _ _ _ _ _ _

Cardiac Cardiac.Pditc _____

Trans-esophageal (Cardiac) __ __ _____ ______

Other (spec). -

Peripheral Periphetal vessel _ _ _ _ _ _ _ _ _ _ _ __ _ _ _ _ _ _ _ _

Vessel Other (Spec.) _ __ ______

N'= new indication;`P-= previously cleared under K0708 13, E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note I:filM, B/P WD, B/CWD, B/Color Doppler, B/P WD/Color Doppler, B/Color Doppler/M, B/Color Doppler/CWD
Note 2: Includes imtaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: ColorLMMode
NoteS5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6; Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THIl
Note S: 3D imaging
Note 9: Panoramic imaging

\fl~~~ Concurrence of CDRHJ, C. 21 L fl .. uiiun (o v %
Prescription Use (Per 21 CFR SO1.109)

(Division Sign-Off)
Division of Radiological Devices

510(k)NumberHc a4 '



51 0(k) Premarket Notification ACCUVIX V10 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

51O(k) No.: koY3&4'7
Device Name: EV4-9/1OED for use with ACCUVIX V1O
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

ClnclApplication Mode of Operto ('includes simultaneous B3-mode)
General Specific B M PWD CWD Color Combined' Other

(~Track!I only) (Tracks'l & Ill) Doppler* (pc) Se.
Ophthalmic Ophthalmic

Fetal (see Note 3)
Abdominal
Intrat-operative (See Note 6)

Intra-operative (Neuro~)
Fera Imaging Laparoscopi c

I& Other Pediatric
Small Organi (See Note S5)

Neonatal Cephalic

Adult Cephalic
Trans-rectal p p P __ _ P Note I Noee2, 7,8
Trans-vaginal P p p ____ p Note I Notei2, 7, 8
Trans- urethral
Trans-,esoph. (non-Cardiac) __

Musculo-skel. (Convent.)

Musculo-skel.,(Superric.)
Intra-lummins
Other (spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)

________ Other (spec.) _ _ _ _ _ _ _ _ _

Periphetal Peripheral vessel
Vessel jOther (spec.) _ _ _

N=new indication; P= previously cleared under K092 159, E2 added under Appendix E
Additional Comments;

Color Doppler includes Power (Amplitude) Doppler
Note I: B/M, R/PWD, B/CWD, B/Color Doppler, B/P WD/Color Doppler, B/Color Doppler/M, B/Color Doppler/CW/D
Note 2: Includ es imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Ndte 4: Color M-rnode
Note 5: For example: thyroid, parathyroid, breast,.scrotum and penis in adult pediatric and neonatal patients
Note 6: Abdonminalorgans and peripheral vessel
Note 7: Tissue Harmonic Imaging (THil)
Note 8: 3D imaging
Note 9: Panoramic imaging

Conturrence of CDRH47 Om ~ (zv
OA A ~~~~~~ ~Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Radiological Devices

510(k)Numnber 1AC9&c~g9



5 10(k) Premarket Notjtlcation ACCUVIX V1O0 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.: 3
Device Name: ER4-9/10ED for use with ACCUVILXV1O
Intended Use: Diagnostic ultrasoun imaging or fluid flow analysis~of the human bodyas follows.

Ciical Application Modeof Operaion(*includes simultaneous B-mode)
General Specific B MI PWD CWD Color Combined' Other

.(Track [ only) (Tracks!I & Ill) Dope' (Spec.) (Spec.)
O0phthalmic Ophthalmic

Fetal (See Note 3) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Abdominal
Intra-operativc.(See Note 6)
Intrat-operative'(Neuro.)

Fetal Imaging Laparoscopic
I & Other Pediatric

Siiall Organ.rSee NoteS5)
Neonatal Cephalic

Adult Cephalic
Trans-rectal P P P P Note I Note 2, 7, S
Trans-vaginal P P P P Note I Note 2,7, 8
Trans-urethrid
Trans-esoph. (nion-Cardiac) _____

Musculo-skel. (Convent.)
Musculo-skel. (Superfic:)
Intra-luminal
Other (Spec.)

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac) _

Other (spec.) ____ ______

Peripheral Peripheral vessel ________

Vessel Other (spec.)

N= new inidication; P=- previously cleared under K092 159; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note I: B/M~, B/PWD, B/CWD, B/Color Doppler, B/P WD/Color Doppler, B/Color Doppler/M, BWColorDoppler/CW/D
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THI)
Note 8: 3D imaging
Note 9' Panorahiic imaging

Concurrence of CDRH, :: r r r~m~C
Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Radiological Devices

510(k)Number _______



511O(k)~Premarket Notification ACCUVIX VIO* DiagnostlcoUltrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.: 1 0 -C
Device Name: EC4-91S for use with ACCUVILX V1O
Intended Use: Diagnostic ultrasoun imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode ofOperaion(*includles simultaneous Bmode)
General Specific B MI PWD CWD Color Combiried* Other

(Track I only) (Tracks I & 111) Doppler* (Spec.) (Spec.)
Ophthalmic Ophthalmic

Fetal.~(See.Note 3) ___ ___ ____ ______

Abdominal
Intra-operative PSe Note 6)
Intra-operative (Neumo)

Fetal Imaging. Laparoscopi c
& Other Pediatric

Small Organ (See Note 5)
Neonatal Cephalic
Adult Cephalic
Trans-rectal p p p ___ P Note I Note.2, 7,,
Trans'vaginal p p p ___ p Note I Note 2, 7, 8
Trans-urethral
Trans-,esoph. (non-Cardiac) _ ___

Musculo-skel. (Convent.)
Mulsculo-skel. (Superfic.) ___ ___ _____

lntra-lurninal
Other (sp=c)

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac) _

Other (spec.)

Peripheral Peripheral vessel ________

Vessel Other (spec.)

N= new indication; P=- previously cleared under K0708 13; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B/MI, B/PWD, B/OVID, B/Color Doppler, B/P WD/Color Doppler, B/Color Doppler/NI B/Color DopplerfCWD
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infibriflity monitoring of follicle devetopment
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THIl)
Note 8: 3D imaging
Note 9: Panorimic imaging

J ~~~Concurrence of CDRH, LL ~ ' -'fl C Qh
Prescription Use (Per 21 CFR 8014109)

(Division Sign-Off)
Division of Radiological Devices

5 10(k) Nurnberj \qC)



,510(k) Premarket Notification ACCUVIX VIO Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.: K4-Dy3&4?
Device Name: C4-9I1OED, for use with ACCUVIX V1O
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the~humnan body as follows:

Clinical Application Modeo (*includes simultaneous B-mode)
General Specific B M PWD CWD Color CombinecP Other

(Track [ only) (Tracks I & Ill) - - - Doppler* (Spec.) (Se.

Ophthalmic Ophthalmic

Fetal (See Note 3) P P P P Note I Notes 2 7, 8
Abdominal P P P P Noted1 Notes 2, 7, 8
Intra-coperative (See Note 6) __

Intra-oiperative (Neuro.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Fetal Imaging Laparoscopic _ __

& Other Pediatric P P P P Note I Notes 2, 7, 8
Small Organ (See Note S) P P P P Note I Notes,2, 7, 8
Neonatal Cephalic p p p P Note I Notes 2, 7, 8
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Tians-esoiph. (nons-Cardiac)
'Muscuilo-skel. (Convent.)
Musculo-skel. (Superfic.) _ ________

Intra-luminal
Other (spec.) ______

Cardiac Adult ____ ______

Cardiac Cardiac Pediatric
Trans-esophageal (Cardiac) __________

Other (spec.)
Peripheral Peripheral vessel P ___ p Note I Nts2 ,

Vessel Other (spec.) ______

N=new indication; P=- previously cleared tinder KO1OS813; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note I: :BM B/PWDl/, B/CWD, B/Color Doppler, B/P WD/Color Doppler, fl/Color DoppleriM, B/Color Doppler/CWD
Note 2: Includes imaging fix guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For examnple: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note?7: Tissue Harmonic Imaging (TNI)
Note 8: 31) imaging
Nlote 9: Panoramic imaging

Concurrence of CDIRH, 21.J -> O)t
Prescription Use (Per 21 CFR 801.109)

(Division Sign-Oft)
Division of Radiological Devices

510(k) Number Wol? 1%-149



5 10(k) Premarket Notification ACCUVIX V1O0 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k),No.: / 73k-7
Device Name: C3-7IM for use with ACCUVIX V10
Intended Use: Diagnostic ultrasound imaging or fluid flow analysislof the human body as follows:

Clnical Application _ Mode of Operation (*inclue simultaneu B-mode)
General Specific W- MI PWD CWD Color Combined* Other

(Track I only) (Tracks [ & Ill) _oppler (Spec. (Spec.)

Fetal (See Note 3) p p p ____ P Note I Notes 2, 7,.8
Abdominal _____ P P P __ p Note!I Notes2,7, 8

& Other Pe-dia-tric p p P ___ p Note I' Notes 2, 7, 8

Periperal Neonpheal vesseli

Vse Othra(sprec.)l

AdditinalCMmens:uose.(ovn.
CoorDppericludeskPoer (Amplitude)Dope

Note 3: Incueintrt-uinlymntrnofolcedvlpet
Note 4: olor M-mcde

Notei5: CardexamPle:trodpaahribessrtmadensnaulediatricadneatlpins

Noerpea 6:AdmnlognPn eripheral vessel
Noe7:TssulOter Harmonc Iain T

,Note 9: Panoramic imaging frgiac fbos

Divisio ~Nof e3 RaIogcalue Dnevticesmntrngo olce eeomn

510(k ~Notber4 C~olorM W9d



51 O(k)'Prernarket Notification ACCUVIX V110 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.: X jo 3(4 ?
Device Name: C2-61C for use with ACCUVIX V10
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clnical Application Mode of Operation (*includesimultaneousB-mode)
General Specific B W W Color Combined* Other

(Track I only) (Tracks [IllJI) -WD - W- Doppler' (Spec.) (S ce)

Fetal (See Note 3) P P P P Note I Notes2,7,81
Abdominal P P P P Note I Notes 2, 7, 8

'& Other Pediatric p p p ___ p Note I Notes 2. 7,,

Trans-Orecal SeNoe
Neans-agal C__phal___c

Trans-urecthal

Trans-esoph. (non-Cardiac) _

Musculol-skcel. (Convent.)
Musculo-skel. (Superfic.). __ ___ ____

Intra-luminal
_ _ _ _ Q~~ther (Spec:)_ __ _ _

Cardiac Adult _ _____

Cardiac. Cardiac Pediatric
Trants-esophageal (Cardiac) _____

________ Other (spec.) _ _ _ _ _ _ _ _ _

Peripheral Peripheral vessel
Vessel Other (spec.)

N=new indication; P-- previously cleared under K070813; E= added under Appendix E
AddlitlonalComments:

Color Doppler includes Power (Amplitude) Doppler
Note.]::B/M, B/PWD, B/CWD, B/Color. Doppler, B/PWD/Color Doppler,Hf/Color Doppler/M. B/Color Doppler/CWD
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4:.Color M-inode
Note 5:PFor example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tisu Harmonic Imaging (THI-)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRHJ, 01>.SD.:: -- '---a---- (~oE> (QLcV&)
Prescription Use (Per 21 CFR 801.109)

(Division Sign-Oft
Division of Radiological Devices

510(k)Number hoSDS6_-49



510(k) Premarket Notification ACCUVIX V1O Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.: 1co93&4 1
Device Name: C2-SEL for use with ACCUVIX V1O
Intended Use: Diagnostic ultrasound ima in or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation (Includes simultaneous B-mode)
General Specific B M PWD CWI) Color Combined Other

(Track I only) (Tracks! & III) Doppler' (Spec.) (Spec.)

Ophthalmic Ophthalmic

Petal (See Note 3) p p p p Note I Notes2,7,8
Abdominal p p p ______ p Notel Notes2,7,8.
Intra-operative (See Note 6)

lntra-operat:ve.(Neuro.) _____ _______ _________________

F&al Imaging Laparoscopic _____ _______ _________

& Other Pediatric P p p _______ p Note I Ndtes 2, 7, 8
SPiall Ortan (See Note S.)

NeonatalCephalic
Adult Cephalic _______

Trans-tectal
Trans-vaginal
TransAurethral
Trans-esoph. (non-Cardiac) ___ _____ _______

Musculoskel. (Convent.) ____ _______

Musculo-skel. (Superfic.) _______ _________ _________________

Intra- lum ins]
Other (spec.) _____________

- - - - -

Cardiac Adult
Cardiac Catdiac Pediatric

Trans-esophageal (Cardiac) __ _____ _____________

_____________ Other(spec.) ___________ _________________

Peripheral PeripheralvesseI ___________ ____________ __________________

Vessel Other (spec.) _________

N= newindication; P previously cleared under K070813; E added under Appendix B
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B/Nt, B/PWD, B/CWD, B/Color Doppler, B/P WD/Color Doppler, B/Color DopplerfM, B/Color Doppler(CWD
Note 2: Includes imaging fbr guidance of biopsy
Note 3: Includes infertility monitoring offollicle development
Note 4: Cdlor Nt-mode
Note 5: For example: thyroid. parathyroid. breast scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (TI-H)
Note 8: 3D, imaging
Note 9: Panoramic imaging

Concurrence at CDRH, 03L.. JR. Z. (flflt) (CCIJA])
Prescription Use (Per 21 CFR 801.109)

(Division
Division of Radiological Devices

510®Number }SOTh�C19



51 0(k) Premarket Notification ACCUVIX V1O Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.: IC P 3&4 Y
Device Name: V6-12 for use withACCUVIX V10
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

ClnclApplication ___ Mode of Operation (*infeud simultaneou B-mod6)
General Specific B M PWD CWD Color Combiiied' Other

(Track [ only) (Tracks!I & LU1) - Doppler* (Spec.) (Spec.)

&Opthermi Pediatric P p~P Nt oe25 ,
Fetall(rganNote NoeV P p P oe ot ,,,

Mustrilo-sera.v (Ce onvent.) p p pP Nt oe256

& Oth Muscueoiskeic (pef.) P p P P Note I Note 2,5,6,9

Peripheral mPel hergalveselNte P p P P NoteA1 NoteS 256.9

Additioal~odultsehai

Note 2:Includs-iagingal udnc fbos

Not 6:AbdminTrgans-uehandprperlvse

Note 7: Tissue aronice ImConget. P (PfNoe-Ilt)25 6
NoteS: 3D musuoskgingefc) P ot oe ,
Note 9: Pnora-miciaingl

Cardic Cuiac edi PresrpinUsiPr2cCR8119

Division of Radiologicalgeiesl(aric

510(k)Number } Otherq(spc.9



510(k) Premarket Notification ACCUVIX V10ODiagnosic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE: STATEMENT

510(k) No.: j4 Vsyg Q
Device Name: 3D5-9EK for use with ACCUVIX VIO
Intended Use: Diagnostic ultrasound irnaingor fluid flow analysis of the human body as follows:

Cliical Application Mode of Opieration (*includes simultaneous H-mode)
Genemal Specific B M PWD CWD Color Combined* Other

Crack! only) (Tracks I & III) Doppler* (Spc. (Spec.)
Ophthalmic Oph1thalmic

Fetal (See Note 3) _ _ __ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Abdominal
Intra-opeftative (See More 6) _ __

lntra-operati~e (Neuro.)
Fetal~lmagng Laparoscopic

& Other Pediatric
Small Organ (See/Vote 5)
Neonatal Cephalic
Adult Cephalic
Trans-rectal p p p p Note!I Notes 2, 7, 8
Trans-vaginial p_ p P p Note!I Notes 2, 7. 8
Trans-urethral
Trans-esoph. (non-Cardiac) ____

Muisculo-skei. (Convent)
Musculo-skel. (Superfic.)
Intra-luminall
Other (spec.)

Cardfiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac) _ _ __ ___

________ Other (spec.)

Peripheral Peripheral vessel ____ _____

Vessel Other (spec.)

N-new indication; P=- previously cleared undet K0fl2159; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note I: filM, B/PWD, fl/C WD, B/Color Doppler, H/P WD/Color Doppler, B/Color DoppterlM. B/Color Doppler/CWD
Note 2: Includes imaging for guidance of biopsy
Note.3: Includes infertility mdnitoring of follicle development
Note 4: Colot M-mixde
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Nate 6: Abdominal organs and peripheral vessel

*Note 7'Tissue Harmonic Imaging (THI)
Note 8: 3D imaging

*Note 9: Panoramic imaging

Concurrence of CDRH, CZ. D--I' V----D-C L
Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Radiological Devices

510(k)NUMber~________



510(k) Premarket Notification ACCUVIX V1O Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.: j( o7,3 &4 Y
Device Name: 3D4-9ES for use with ACCUVIX VI'O
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Cliical Application Mode of Opraion (*includes simultaneous B-mode)
General Specific B M PWD CWD Color Combined* Other

(Tic [ol) (cs I,& III) Dopmler* (Se. (Spec.)

Ophthalmic IOphthalmic

Fetal (See Note 3) _ _ _ _ _ _ ___________

Abdominal ________

Intra-operative (See Note:6) __

[ntra-operative.(Neuro.) __________

Fetal Imaging Laparoscopic ____ _____

I& Other Pediatric _ _ __ _ _ _ _ _ _ _ _

SmijllOrkaz (See Note 5) _ _ _ _ _ _ _ _ _ _ _ _ _ _

Neonatal Cephalic ____ _____

Adult Cephalic _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Trans-rebtal p p p _ _ p Note I Notes 2, 7,.8

Trans-vaginal P P p p Note I Notes 2, 7. 8

Trans-urethral
Trans-esoph. (non-Cardiac) _ _______________

Musculo-skel. (Convent.) _ ______ ______ _ _ _ _ _ _ _ _

Musculo-skel. (Superfic.) _ _____ __ _ _ _ _ _ _ _ _ _ _

Intrta-Iuminal
Other (spec.) ____ ______

Cardiac Adult
Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac) ______

_ _ _ _ _ _ _ _ Other (Spec.) _ _ _ _ _ _ _ _ _ _

Peripheral Peripheral vessel _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Vessel Oilher.(spec.)

N= new indication; P= previously cleared under K0708 13; E= added und&r Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note I: H/M, B/WD, B/CWD, B/Color Doppl&r, B/P WD/Color Doppler, H/Color Doppler/NI, B/Color Doppier/CWD
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
'Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (flIt)
Note 8: 3D, imaging
Nate 9: Panoramic imaging

Concurrence of CDRH, SLL~ ., IRl-) (c xii
Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Radiological Devices

510(k)Number Y_____9_____



51 0(k) Premarket Notification ACCUVIX VIO0 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No~: I4 u73 15474
Device Name: 3D4-8ET rfor use with ACCUVIX V1O
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Opraion (*includes simultaneous B-mode)
General Specific B M PWD CWD Color Combined* Other

(Track I only) (Tracks I & ill) -- - Doppler* (Spec;) (Sjpec.)
Ophthalmic Ophthalmic

Fetal PeeNote 3) P P p P NotelI Notes 2,7, 8
Abdominal P P P ____ P Note I Notes 2, 7, 8
Intra-operative (See Note 6) __

Intra-operative (Neuro.)
Petal I~maging Laparoscopic

3& Other Pediatric p P P p Note I Notes 2; 7, 8
'Small Organ (See Note S)
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethraj
Trans-esioph. (non-Cardiac)
Musculo-skel. (Convent.)
Musculo-skcl. (Supeirfic.) __

Intra-luminaj
Other (spec.)
Cardiac Adult

Cardiac Cardiac Pediatric
Trans-esophageal (Cardiac) ____

________ Other (spec.)

Peripheral [PCerihetlvessel
Vessel Ohrse;

N=new indication; P--previously cleared under.K0708 13; H- added under Appendix E
Addlithionl Comments:

Color Doppler includes Power (Amplitude) Doppler
NoteI:B HIMH/WD,,B/CWD, B/ColorDopplerB/P WD/Color Doppler, B/Color Doppler/M, B/Color Doppler/CWD
Note 2: Includes imaging for guidance of biopsy
Notec3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5:PForexample: thyroid, parathyroid, breast, scrotum and penis in adult pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
Mote 7: Tissue Harmonic Imaging (THIl)
Note 8: 3D imaging
Note 9: Panoramnic imaging

Concurrence of CDRH,4X UA fkwww..,Ww~P (ccrzv-b'
Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Radiological Devices

5 10(k) Numnber)k9h t1



510(k) Premarket Notification ACCUVIX V1 0 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.: K< 07y3l#4?
Device Name: 3D2-6ET for use with ACCUVIX V1O
Intended Use.: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Cliia Application Mode of Operation(*includes simultaneous B-mode)
General Specific B M PWD CWD Color Combiiied* Other

(Tacklr [onl) (Tracks I & Ill) Dopp-l.er*2 (Spec,) (Spec.)
Ophthalmic Ophthalmic

Fetalffee Note 3) P P P p Note I Notes 2,7, 8
Abdominal P P P P Note I Notes 2, 7, 8
Intra-operative (See Note 6)

Intra-operative (Neuro.')
Fetal Imaging Laparoscopic

&.Other Pediatric p P p P Note I Notes 2, 7, 8
Small Organ (See Note 5)
Neonatal Cephalic
Adult Cephalic __________

Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Cardiac) __

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

Intra-huninal
Other (spec.) __________

Cardiac Adult
Cardiac Cardiac Pediatrjc

Trans-esophageal (Cardiac) _ __ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Other (spec.) _ _ _

Peripheral Peripheral vessel ____

Vessel Other (spec.) __ _ _______

Nnew indication; P- previously cleared under K(070813; E= added under Appendix E
Additional-Comments:

Color Doppler includes Power (Amplitude) Doppler
Nate, I: B/M. B/ItWD, B/CWD, BtColor Doppler, B/P WDfCofor Doppler, B/Color Doppler/M. B/Color Doppler/CWD
Note 2: Includes imaging for guidance of biopsy
Note3 1:Includesrinfertility. monitoring of follicle development
Note 4: Color M-m-ode
Note 5:PFor example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vessel
'Note 7: Tissue Harmonic Imaging (THI)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRH,.Z .w~~ cw
Prescription Use (Per 21 CFR 801.109)

(Divisiont SignwOfl)
Division of Radiological Devices

5 10(k) Number H o 9z>X~~



510(k) Premarket Notification ACCUVIX V1O Diagnostic Ultrasound System

Section 1.3 INDICATIONS FOR USE

DIAGNOSTIC ULTRASOUND INDICATIONS STATEMENT
510(k) No.: le, 09 A frq7
Device Name: ACCUVIXK VID Diagnostic UltrasoundSystem
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Cliil Application Mo~of~pcration (includes simultaneous B-mode)
General Specific B1 M PWD CWD Color Combined* Other

(Track I only (Trak I l)Doppler* (Spec.) (Spec:)

Ophthalmic, Ophthalmic

Fetal (See Note 3 p p p p p Note I Notes 2,7, 8
Abdominal P P P P P Note I Notes 2, 7, 8
Intra-operative (See Note 6) N N N N Note I Note 7, 8, 9
Intra-operative (Neuro~) N N N N Note I Note 1,8,9

Fetal Imaging Laparoscopic _ _ ___ _ _ _ _ _____ _ ___________

& Other Pediatric p p p p p Note I Note 2,4,5,6,7,8,9

Small Organ (See Note 5) P P P P Note I Note 2,56~7 89
Neonatal Cephalic p p P p p Note I

Adult Cephalic P P P P P Note I Note 4, 7
Trans-rectal P P p pi Note I Note 2,.3, 7, 8
Trans-vaginal P P P P Note I Note 2, 3, 7, 8

Trans-urethral.

Trans-esoph. (non-Cardiac) N N N N N Note I Notes 7, 8
Musculo-skdl. (Convent.) P P P ___ P Note I Note 2,5,6,7, 8.9
Musculo-skel. (Superfic.) p P p ___ P Note I Note 2,5;6,7 8,9
Intra-lumninal
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-esophageal (Cardiac) N N N N N Note I Notes 7, 8
Other (spec.) I_ _ _ _ __ _ _ _ __ __I__ _ _ _

Peripheral Peripheral vessel P P p P P Note INte56.79
Vessel Other (spec) I

N=new indication; P=- previously cleared under K(0708 13; E= added under Appendix E
Additional Comments:

Color Doppler includes Power (Amplitude) Doppler
Note 1: B/Iv, B/PWD, B/CWD, B/Color Doppler, B/P WD/Color Doppler, 8/Color Doppler/M, B/Coldr Doppler/CWD
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mode
Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Note 6: Abdominal orgauns and peripheral vessel
Note 7: Tissue Harmonic Imaging (TM)
Note 8; 3D imaging
*Note 9: Panoramic imaging

Concurrence of CDRH, NOW'~f (q,-
Prescription Use (Per 21 CFR 801.109)A

(DivisionSign-Off)
Division of Radiological Devices

5lOkNumber_ Spgpfl


