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

- JAN'1 9 2010

510(K) SUMMARY OF SAFETY AND EFFECTIVENESS

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

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

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@medison.com

Data Prepared: September 7, 2009

2. Name of the device:

Common/Usual Name:
Diagnostic Ultrasound System and Accessories
Proprietary Name:
ACCUVIX V10.Diagnostic Ultrasound System
Classification Names: FR Number Product Code
-J 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:

K070813, ACCUVIX V10 Diagnostic Ultrasound System
K092159, ACCUVIX V20 Diagnostic Ultrasound System

4. Device Description:
The ACCUVIX VI0is a general purpose, mobile, software controlled, diagnostic
ultrasound systemn. 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 3D/4D probe-in the Mechanical scan mode.

' ~ The ACCUVIX V10 has real time acoustic output display with two basic indices, a
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mechanical index and 'a thermal index, which are both automatically displayed. The
system also provides for the measurement of anatomical strictures and for analysis
packages that provide information used for clinical diagnostic purposes by competent
health care professionals. :

The ACCUVIX V10 has been designed to-meet the following product safety standards:

- UL 60601-1, Safety requirements for Medical Equipment

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

IEC60601-2-37, Diagnostic Ultrasound Safety Standards

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

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

- NEMA UD-2, Acoustic Output Measurement Standard for Diagnostic Ultrasound
Equipment

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

- IEC 61157, Declaration of the acoustic output

~ 1S010993-1, Biocompatibility

5. Intended Uses:

The ACCUVIX 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 V10 is substantially equivalent to the ACCUVIX V10 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 on-screen display
of anatomic.structures and fluid flow within the body. All system allow-for specialized
measurements of structures and flow, and calculations.

END of 510(K) Summary

510(k) Summary of Safety and Effectiveness ATTACHMENT 1(b)
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Food and Drug Administration

13903 New Hampshire Avenue
Document Mail Center - W066-G609
Silver Spring, MD 20993-0002

JAN 19 2010

Medison Co., Ltd.

% Mr. Mark Job

Responsible Third Party Official
Regulatory Technology Services LLC
1394 25™ Street NW

BUFFALO MN 55313

Re: K093849
Trade/Device Name: ACCUVIX V10 Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: II
Product Code: IYN, IYO, and ITX
Dated: January 7, 2010
Received: January 8, 2010

Dear Mr. Job:

We have reviewed your Section 510(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, 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.

This determination of substantial equivalence applies to the‘following transducers intended for
use with the ACCUVIX V10 Diagnostic Ultrasound System, as described in your premarket
notification:

Transducer Model Number

3D2-6ET C2-61C NER4-9ES
3D4-8ET C3-71IM NEV4-9ES
3D4-9ES C4-9/10ED 14-7EL
3D5-9EK EC49IS L5-12/50EP.
V6-12 ER4-9/10ED L5-1318

C2-5EL EV4-9/10ED L6-1218




Page 2 — Mr. Job

L7-161S MPT4-7 | P3-8CA

1.8-1518 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 II (Special Controls) or class IIT (PMA),
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 800°to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements-of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicite 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/CentersOffices/CDRH/CDRHOffices/ucm115809.htm for
the Center for' Devices-and Radiological Health’s (CDRH’s) Office of Compliance. Also, picase
note'the regulation.entitled, "Misbranding by referehce to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://'www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Andrew Kang at

(301) 796-6544.
Singerely yours,

Donald JVSt.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). Premarket Notification ACCUVIX V10 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT
s No: K23 &47

Device Name: €W 4.0 for use with ACCUVIX V10
Intended Use: _ Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Qperation (*iricludes simultaneous B-mode)
General Specific B M |[PWD| CWD Color Combined* Other
. (Track I only). (Tracks [ & IIT) Doppler* {Spec.) {Spec.)
Ophthalmic. ]| Ophthalmic
i Fetal (See Note 3)
Abdominal

Intra-operative (See Note 6)
Intra-operative. (Neuro.)
Fetal Imaging | Laparoscopic
! - & Other Pediatric P
Small' Organ (See Note-5)
Neonatal Cephalic
Adult Cephalic P
Trans-rectal
Trans-vaginal
Trans-urethral
Transzesoph..(non-Cardiac) : N A
Musculo-skel. (Convent.) ' o ' S
Musculo-skel, (Superfic.)
L Tntra-luminal __
| Other (5pec)
T ‘ Cardiac Adult ~ ' P
Cardiac ‘Cardiac Pediatric ' P
Trans-esophageal (Cardmc)
Other (speci)
. Peripheral Peripheral vessel p
Vessel Other (spec.) ) '
"N= new indicatiof; P= previously. cleared uuder KO070813; E= added under Appendix E
iAdditional Comments: =~
Color Doppler includes Power. (Amplitude) Doppler St
Note 1: B/M, B/PWD, B/CWD, B/Color Doppler, B/PWD/Color Doppler, B/Cator Doppler/M B/Color: Doppler/CWD
Nate 2: Includes imaging for gmdance of biopsy
Note'3: Includes'infertility momtormg of follicle development
Note 4: Color M-mode -
Note 5: For example: thyrmd, paraﬂ\yrmd breast, scrotum and penis in adult; pediatric and neonatal. pauents
4 Note 6: Abdommal organs and:peripheral vessel Coe S
i Note 7: TlSSlle Harmomc Imagmg (THI) . : ; . : - “
Note 8::3Di unagmg . : ‘
Note 9: Panoramic i 1magmg

Concrm’enceofCDRH OfficeofF BV (e )‘COIUDD
Prescription Use (Per 21. CFR 801 109) ' :

(Division Sign-Off) .. o e
Division-of Radiological Devices - - e e

510(k) Number_ E\-d??)ﬁ‘fq = -




510(k) Premarket Notification

ACCUVIX V10 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:

Device. Name:
Intended Use:

KoJ3847

CW.2.0 for use with ACCUVIX V10
Diagnostic ultrasound imaging or fluid flow analysis of the humag body as follows:

Clinical Application

Mode of Operation (*includes simultaneous B-mode)

‘General
(Track I only)

Specific
{TracksI & I1II)

B

M

PWD | CWD

Color
Doppler*

Combined*
(Spec)

Other

(Spec)

Ophthalmic

Ophthalmic

Fetal (See Note 3)

Abdominal

Intra-operative (See Note 6)

Intra-operative (Neuro.)

Fetal [maging | Laparoscopic

i & Otlier Pediatric

Small Organ (See Note.5)

Neonatal Cephalic

Adult Cephalic. P

Trans-rectzl

Trans-vaginal

Trans-urethral

Trans-esoph. (hon-Cardiac)

‘Musculo-skel. (Convent.)

Musculo-skel. {Superfic.)

Intra-luminal

Other (spec.}

Cardiac Adult P

Cardiac Cardiac Pediatric ) P

Trans-esophageal (Cardiac)

Other (spec.)

Peripheral Peripheral vesse] 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, B/CWD, B/Color Doppler, B/PWD/Color Doppler, B/Color Doppler!M B/Color Dopp!erlCWD
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicle development
Note 4: Color M-mede )
Note 5: For example: thyroid, parathyroid, breast, scrotum and pentis in adult, pediatric and neonatal patients
Note 6: Abdominal organs and peripheral vesse]
Note 7: Tissue Harmonic Imaging (THI)
Note.8: 1D imeging
Note 9: Panoramic imaging

~ Concurrence of CDRH, & i
Prescription Use (Per 21 CFR 801. 109)

i (oxuvd)

(Dmsxon ngn-Oft) : : e
Division of Radlologlcal Devmes o - Cee e e e

510(k) Number_ JA09 3849




510(k) Premairket Notification

ACCUVIX: V10 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:

Device Name: ~

‘Intended Use:

RoF3847F
P3-8CA for use with ACCUVIX V10
Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Meode of Operation (*includes simultaneous B-mode)

~ Genéral
(Track I only)

Specific
(Tracks [ & IID)

B

M

PWD Color

Doppler*

CWD

Combined*
(Spec.)

Othef
{Spec)

Ophthalmic

Ophthalmic

‘Fétal (See Note 3}

Abdominal

Note 1

Note 4, 7

Intra-operative (See Note 6)

Intra-operative (Neuro.)

Fetal [maging

Laparoscopic

i & Other

Pediatric

Small Organ (See Note 5)

Neonatal Cephalic

Adult Cephalic

Note |

Note 4,7

Trans-vagmal

Trans-urethral |

Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)

Intra-luminal

Other (spec.)

Cardiac Adult

Note 1

Note 4, 7

Cardiac Pediatric

g o

Note 1

Note 4, 7

‘Cardiac

Trans-esophageal (Cardiac)

Other (spec.)

Peripheral

Peripheral vessel

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: B/M, B/PWD, B/CWD, B/Color Doppler, B/PWD/Color Doppier, B/Color Doppler/M, B/Calor Doppler/CWD
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of follicte development
Note 4: Color M-mode

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

Note 6; Abdomma] orgaris and peripheral vesse!
Note 7: Tissue Harmonic Imaging (THI)
Note 8: 3D imaging

Note 9: Panoramic imaging

AL

Concurrence of CDRH, @élisetDaiiisodiowiomtivniOBE) (O T /DD‘
Prescription Use (Per 21 CFR 801.109)

(Dmsmn Slgn-Off)

Division of Radiological Devices
510(k) Number A 093 ¥4Y




510(k) Premarket Notification

ACCUVIX V10 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name:
Intended Use:

o 23847

P3-5AC-for use with ACCUVIX V10
Diagnostic ultrasound imaging or fluid flow analysis of the humaa body as follows:

Clinical Application

Mode of Operation (*inclidés sirultanecus B-mode)

General
{Track I only}

Specific
{Tracks [ & 1)

B

M

PWD

CWD

Color
Doppler*

Combined*
(Spec.)

Other
(Spec.)

Ophthalmic

Ophthaliiié

Fetal (See Note 3)

Abdominal

Note |

Note 4, 7

Initra~operative (See Note 6}

Intra-operative (Neuro.)

Fetal Imaging

Laparoscopic

i & Other

Pediairic

Small Organ (See Note 3).

Neonital Cephalic

Adult Cephalic

Note 1

Note 4,7

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. {non-Cardiac)

Musculo-skel.. (Convent:)

Musculo-skel.. (Superfic.}

Intra-luminal

Other (spec.)

Cardiac Adult

Note |

Note d. 7

Cardiac

Cardiac Pediatric:

hi- N -]

Note 1

Note 4, 7

Trans-esophageal (Cardiac)

‘Other (spec.)

Peripheral’

Peripheral vessel

Vessel

Othér (spec.)

Additional Comments:

Color Doppler includes Power {Amplitude) Doppler

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

Note 1: B/M, B/PWD, B/CWD, B/Color Doppler, B/PWD/Color Doppler, B/Color DopplerfM B/Color Doppler’CWD
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoriag 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 Panoramic imaging

A o

Concurrence of CDRH, Sifivonibnicalinluatiorn{SBh) ( oLV D)
Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)

Division-of Radiological Devices

510(k) Number Y5072 349




510{K) Premarket Notification ACCUVIX V10 Diagnostic Ultrasourid System

DIAGNOSTIC ULTRASOUND INDICAT_IONS FOR USE STATEMENT

s Ne: K 09384Y
Device Name: P2-4BA for use with ACCUVIX V10
Intended Use: Diagnostic. u!trasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Moide of Operation (*includes sifiultaneous B-mode)

General Specific B | M|PWD | CWD Color Combined* Othier
{Track [ only) (Tracks | & 1) - Doppler* (Spec.) {Spec.)

Ophthalmic | Ophthalmic

Fetal (See Note 3}

Abdominal B P P P P Nate | Note 4, 7

Intra-operative (See Note 6)

Intra-operative (Neuro.)

Fetal [maging | Laparoscopic

} & Other Pediatiic

Small Organ (See Note 5)

Neonatal Cephalic

Adult Cephalic P p P P P | Notel Note 4,7

Trans-rectal

‘Trans-vaginal

Trans-urethral

Trans-esoph. (non-Cardiac)

| Musculo-skel. (Convent.}

Musculo-skel. {Superfic.)

Intra-lamingl

Other (spec.)

Cardiac Adult P | P p P P Note 1 Note.d4, 7

Cardiac Cardiac Pediatric P [P| P P P Note 1 Note 4, 7

| Trans:esophageal (Cardiac)

Other (spec.)

Peripheral Peripheral vessel

‘Vessel - | Other (spec.)

; N= new indication; P= previously cleared under K092159; 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/PWD/Cdlor Doppler, B/Color Doppler/M, BfColor Duppler!CWD
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of fotlicle 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: Panoramic imaging

Concurrence of CDRH, @éfivemsf-Bevieenrinrmo=on5 COTUD

J M _ Prescription Use (Per 21 CFR 801.109)
(Division Sign-Off)
Division of Radiological Devices

5100c) Number () 93 4G




510(k) Premarket Notification ACCUVIX V10 Diagnastic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

s No: Ko P3847 |
Device Name:  P2-4AC for use with ACCUVIX V10
Intended Use:  Diagnostic ultrasound imaging or fluid flow analysis of the human.bodz as follows:
Clinical Application Mode of Operation.(*includes simultaneous B-fnode)
General Specific B M | PWD | CWD Color Combined* Other
(Track L only) {Tracks I & III) Doppler* (Spec.) (Spec.)
Ophthalmic | Ophthalmic
Fetal (See Note 3)
Abdominal p P p P P Note 1 Note 4,7
Intra-gperative {See Note 6)
Intra-operative (Neuro.)
Fetal Imaging | Lapdroscopic
! & Other Pediatric
Small Organ (See Note 5)
Neonatal Cephalic
Adult Cephalic P P P P P Note | Note 4, 7
Trans-rectal
Tians-vaginal
Trans-urethrat
‘Trans-esoph. {non-Cardiac)
Musculo-skel. {Convent.)
Musculo-skel. (Superfic.)
Intra-luminal
Other (spec.)
Cardiac Adult PlP| P P P Note | Note 4, 7
Cardiac Cardiac Pediatric P P P P P Note | Note d, 7
Trans:esophageal (Cardiac)
) Other (spec.}
Peripheral Peripheral vessel
Vessel Other (spec.)
; N=new indication; P=previgusly 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/PWD/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, 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 §: 3D imaging

Note 9: Panoramic imaging
Concurrence of CDRH, Gttttevi-Bevireerterorons) ( OTUD )

_&#&D Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off) :
Division of Radiological Devices

5100) Number_ A3 8Q




510(k) Premarket Notification

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name:
Intended Use:

< 073845

MPT4-7 for use with ACCUVIX V10
Diagnostic ulirasound imaging or fluid flow analysis of the human body as follows:

ACCUVIX V10 Diagnostic Ultrasound System

Clinical Application

Mode of Operation (*includes simultanedus B-mode)

General
(Track [ only)

Specific
{Tracks I &.HI)-

B

M

PWD

CWD |

Color
Doppler*

Combined*
{Spec)

Other
{Spec.)

Ophthalmic

Ophthalmic

Fetal (See Note 3)

Abdominal

"Tntra-operative (See Note 6)

Intra-operative.(Neuro.)

Fetal Imaging

Laparostopic

i & Oiher

Pediatric

Smali Organ (See Note 5)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Cardiac)

Note 1

Note 7,8

Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)

Intra-luminal

Other (spec.)

Cardiac Adult

Cardiac

Cardiac Pediatric

Trans-esophageal (Cardiac)

Note 1

Note7,8

Other (spec.)

Peripheral

Peripheral vessel

Vessel

Other (spec.)

N="new indication; P= previdusly cleared under K092159; 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/PWD/Color Doppler, B/Color Dappler/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 (THI)
Note-8: 3D imaging

Note 9: Panoramic imaging

_ DU

Concurrence of CDRH, WM‘W( OIUDD
Prescription Use (Per 21 CFR 801.109) :

(Division Sign-Off)

Division of-Radiological'Devices

510(k) Number_NOI 3 549




510{k) Premarket Notification ACCUVIX' V10 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

st0gNo: K OY3847
Device Name:  LT4-7 for use with ACCUVIX V10
Intended Use:  Diagnostic ultrasound imaging or fluid flow analysis of the human.body as follows:

- Clinical Application Mode of Operation (*includes simultaneous B-mode)
General Specific B | M |PWD|CWD Color Combined* | Other
{Track I only) {Tracks I & III) . .} Doppler* (Spec) | .(Spec.)
Ophthalmic | Ophthalmic
Fetal (See Note '3}
Abdominal
Intra-operative (See Note &) N N N N Note [ Note 8,9
Intra-operative (Neuro.) N | N N N Note 1 Note 8,9

Fetal Imaging | Laparoscopic

} & Other Pediatric

Small Organ (See Note-5)

Neonatal Cephalic

Adult-Cephalic

Trens-fectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Cardiac)

Musculo-skel..(Convent.)

Musculo-skel, (Superfic.)

Intrailuminal

Other (spec.)

Cardiac Adutt

Cardiac Cardiac Pédiatric.

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 Commments:
Color Doppler. includes Power (Amplitude) Doppler
Note 1: B/M, B/PWD, B/CWD, B/Color Doppler, B/PWD/Color Doppler, B/Color Doppler/M, B/Color Doppler/CWD
Note 2: Includes imaging for guidance of biopsy
Note 3: Includes infertility monitoring of fotlicle development
Note 4: Color M-mode
Note 5:.For example: thyroid, parathyroid, breast, scrotum and penis in adult, pedlamc 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, GffireofPrreEvrimtion(ODE
ﬁd JAL&, Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Radiological Devices

5100 Number F09D ¥HY




510(k) Premarket Notification ' : ACCUVIX V10 Diagnostic Utrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

sggNo: Ko f3 84 7

Dévice Name: LS5-13 for use with ACCUVIX V10
Intended Use: Dlaguostic ultrasound i lmagmg or fluid flow analxsm of the human bodx as follows

Clinical Application Mode of Operation (*includes simuitaneous-B-mode)
Generzl Specific B (M |PWD|CWD Color Combined* Other
{Track I only) (Tracks I & III) Doppler* (Spec:) {Spec.)
‘Ophthalmi¢ || Ophthalmic
Fetal (See Note 3}
Abdominal
Intra-operative {See Note.6) P P p P Note | Note 8,9
Intra-operative (Neuro,) Pl P p P Note Note 8,9
Fetal Imaging | Laparoscopic
i & Other | Pediatric PP P P Note 1 Note &9
Small Organ (See Note 5) Pl P P P Note 1 Note 89
Neonatal Cephalic P P P ‘ p Note 1 Note 8,9
Adult Cephalic '
Trans-rectal
g Trans-vaginal
Trans-urethral

Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent:) Note 1 Note 8,9

-
1=
-
o

Musculo-skel. (Superfic.) P| P P P ‘Note 1 Note 8,9

Intra-luminat

‘Other (spec.)
Cardiac:Adult

Cardiac. [ Cardiac Pediatric

Trans-esophageal (Cardiac)

Other (spec.)

Peripheral | Peripheral vessel P P P P Note 1 Not 56,9
Vessel Other (spec.) } - —

N= new indication; P= previously cleared under K060087; E= added under Appendix E
Additional Comments:
Color Doppler includes Power. (Amplitude) Doppler
Note-1: B/M, B/PWD, B/CWD, B/Color Doppter, B/PWD/Color Doppler, B/Color Doppler/M, B/Color DopplerlCWD
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 pefiptieral vessel
Note 7: Tissue Harmonic Iimaging (THD)
Note 8: 3D imaging
Note 9: Panoramic imaging

Concurrence of CDRH, Sffiveni-Bevicvalnation(O0EN ( M D_,@) :
'a L. Q\ Prescription Use (Per 21 CFR 801.109) -~

(Division Sign-Off) |

Division of Radiological Devices

510(k) Number_JOTF 2549




510(k) Premarket Notification

ACCUVIX V10 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

iKoP3d47

510(k) No.:
Device Name:  L8-151S for use with ACCUVIX V10
Intended Use:  Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinical Application Mode of Operation (*includes simultaneous B-mode)
General Specific B | M | PWD | CWD Color Combined* Other
(Track I only) (Tracks [ & I} Doppler* {Spec.) (Spec.)
Ophthalmic | Ophthalmic
Fetal (See Note 3}
Abdominal
Intra-operative (See Note 6)
Intra-operative (Neuro.)
Fetal Imaging | Laparoscopic ‘
) & Other | Pediatric P | P P P Note.l Note 2, 5,6,9
Small Organ (See Note 5} P P P p Note 1 Note 2, 5,6,9
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Cardiac)
Misculo-skel. (Convent.) P P P P Note | Note 2, 5,6, 9
Muisculo-skel, (Superfic.) Pl P | P P Note | Note 2, 5, 6,9
Intra-Juminal
Other (spec.)
Cardiac Adult’
Cardiac Cardiac Pediatric
Trans-esophageal (Cardiac)
Other (spec.)
Peripheral Peripheral vessel P P P P. Note 1 Note2, 5,69
Vessal 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, B/CWD, B/Color Doppler, B/ WD/Color Doppler, B/Color Dopp!er/M B/Calor Doppler/CWD
Note 2: Includes imaging for guidance of biopsy

‘Note 3: Includes infestility 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: Abdominel organs and peripheral vessel

Note 7: Tissue Harmonic Imaging (THI)

Note 8:-3D imaging

Note 9: Panoramic imaging

Concurrence of CDRH @ébiveniBgiicetuclonbionni@RE) COIUD)
Prescription Use (Per 21 CFR 801.109)
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510(k) Premarket Notification

ACCUVIX V10 Diagnostic Uitrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:

Device Name:
Intended Use:

Kof3&4?

L7-161S for use with ACCUVIX V10

Diagnostic nltrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Made of Operation (*includes simultaneous B-mode).

General
(Teack [ only)

Specific
(Tracks I & III)

B

M

PWD

CWD

Color
Doppler*

Commbined*
(Spec.)

Other
(Spec.)

Ophthalmit

Fetal Imaging
) & Other

Ophthalmic

Fetal (See Note 3}

Abdominal

Intra-operative (See Note 6)

Infra-operative (Neuro.)

Laparoscopic

Pediatric

Note 1

Note 2, 56,9

Small Organ (See Note 5)

Note 1

‘MNote 2, 5,6,9

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. {non-Cardiac)

Musculo-skel. (Convent.)

Note |

Note 2, 5,6,9

Musculo-skel. (Superfic.)

Note 1

Note 2, 5,6,9

Intra-luminal

Other (spec.)

Cardiac

Cardiac Adult

‘Cardiac Pediatric

Trens-esophageal (Cardiac)

Other (spec.)

Peripheral
Vessel

Peripheral vessel

P

_ P

P

B

Note |

Note 2,5,6,9

Other (spec:)

"N=n¢w indication; P= previously ¢leared under K092159; E=added under Appendix E-
Additional Comnents:

Color Doppler includes Power (Amplitude) Doppler

‘Note 1: B/M, B/PWD, B/CWD, B/Color Doppler, B/PWD/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 (THI)
Note 8: 3D imaging

Note 9: Panoramic imaging

S~

Concurrence of CDRH, Wﬂﬁmﬂ@ﬁﬁ:(@ TUD j
Prescription Use (Per 21 CFR 801.109)
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510(k) Premarket Notification ‘ ACCUVIX V10 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT
s1009No: K OF 3 847

Device Name:  L6-12IS for use with ACCUVIX V10
Intended Use: _ Diagnostic ultrasound imaging or fluid flow analysis of the. human body as follows:

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

General Specific B M | PWD | CWD Color Combined* Other
{Track [ only) (Tracks I & III). . Doppler* (Spec.) (Spec.)

Ophthalmic. § Ophthalmic

Fetal (See Note 3)

Abdominal

[ntra-operative (See Note 6)

Intra-operative (Neuro.)

Féral Imaging | Laparoscopic

; & Other | Pediatric Pl rp | P P | Noel Note2, 5.6, 7,9

Small Organ (See Note 5) P P P P Note 1 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 1 Note 2,5, 6,7,9

Musculo-skel. (Superfic.) PP P P Noie | Note 2,5,6,7,9

Intra-luminal

Other (spec.)

Cardiac Adult

Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)

Other (spec.)

Peripheral Peripheral vessel P.l P p P Note 1 Note 2,5,6,7,9

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, B/CWD, B/Color Doppler, B/PWD/Color Doppler, B/Color Dopplér/M, B/Color Dopplet/CWD

Note 2: Includes imaging for guidance of biopsy

Note-3: Includes infertility monitoring of follicle development

Note 4: Color M-mode

Note 3: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients

Note 6: Abdominal organs and peripheral vesse!

Note 7: Tissue Harmonic Imaging (THI)

Note 3: 3D imaging

Note 9: Panoramic imaging

- Concurrence of CDRH, @élicuntRaisahualiakioniaRie ( OTU D)
K) A—% Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off) -
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510(k) Premarket Notification

ACCUVIX V10 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name:
Intended Use:;

K 073847

L5-131S for use with ACCUVIX V10
Diagnostic ultrasound imaging or fluid ﬂowanalzsis of the human bodx. as follows:

-Clinical Application

Mede of Operation (*includes simultancous B-mode)

General
{Track I only)

Specific
{Tracks [ & III)

B

M

PWD

CWwD

Color
Doppler*

Combined*
(Spec)

Other
(Spec.}

Ophthalmic

Ophthialinic

Fetal (See Note 3)

Abdominal

Intra-operative (See Note )

Intra-operative (Neuro.)

Fetal Imaging

‘Laparoscopic

f & Other

Pediatric

Note 1

Note 2,5,6,7,9

Small Organ (See Note 5)

Note 1

Note 2,5,6,7, 9

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Cardiac)

‘Musculo-skel. (Convent:}

Note. 1.

Note 2,5,6,7,9

Musculo-skel. (Superfic.)

Note |

Note 2,5,6,7,9

Intra-luminat

Other (spec.)

Cardiac. Adult

Cardiac

‘Cardiac Pediatric

Trans-esophageal (Cardiac)

Other (spec.)

Peripheral

Peripheral vessel

P

P

P

P

Noe2,5,6,.7, 9

Vessel

Other (spec.)

'the 1

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

Color Dopplér includes Power (Amplitude) Doppler

Note 1: B/M, B/FWD, B/CWD, B/Color Doppler, B/PWD/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 (THI)
Note 8: 3D imaging

Note 9: Penoremic imaging

AL

Concurrence of CDRH, -
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510(k) Premarket Notification

ACCUVIX V10 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND.INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name:
Intended Use:

Ko73845

L5-12/50EP for use with ACCUVIX V10 _
Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation (*includes simultaneous B-mode)

'General
(Track [ only)

Specific
(Tracks [ & III)

B

M

PWD

CWD

Color
Doppler*

Combined*
(Spec.).

Other
(Spec.)

Ophihalmic

Ophthalmic

Fetal (See Note 3)

Abdominal

Intra-operative (See Note 6}

Intra-operative (Neuro.)

Fetal. Imaging

Laparoscopic -

j & Other

Pediatric

Note I

Now 2, 5,6, 7,9

Small-Organ (See Note 3)

Note' |

Note 2,5,6, 7,9

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. {non-Cardiac)

Musculo-skel. (Convent.)

)

o

Note 1

Note2,5,6,7.9

‘Musculo-skel. (Superfic.)

Note:|

Note 2,5,6,7,9

Intra-iuminal

Other (spec.)

Cardiac Aduli

Cardiac

Cardizc Pediatric

Trans-esophageal {(Cardiac)

Other (spec.)

Peripheral

Peripheral vessel

P

P

P

P

Note 1

Note 2,5,6,7, 9

Vessel

Other (spec.)

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

Color Doppler includes Power (Amplitude) Doppler

Note 13 B/M, B/PWD, B/CWD, B/Color Doppler, B/PWD/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 aduit, 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

AP

Concurrence of CDRH, m COI VD)
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510(k) Premarket Notification

ACCUVIX V10 Diagnostic Uitrasound, System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:

Device Name:
Intended Use:

J<. 073847

L4-7EL for use with ACCUVIX V10

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

Clinical Application

Mode of Operation (*includes simultangous B-mode)

_ General
~{Track 1 only)

'Specific
{Tracks [ & 1)

B

M

PWD

CWD

Color
Doppler*

Combined®*
(Spec.)

Other
__(Spec)

Fetat Tmaging
I & Other

Ophthalmic

Ophthaimic

Fetal (See Note 3)

Abdominal

Intra-opérative (See-Note 6)

Intra-operative (Neuro.)

Laparoscopic

Pediatric

s

-]

Note 1

Note 2, 5,6,9

Small Orgaﬁ {See Note 3)

Note 1

Note2,5,6,9

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph..(non-Cardiac)

Musculo-skel. (Convent.)

n-]

Note |

Notz 2,5,6,9

Musculo-skel. (Superfic))

Note 1

Note2, 5, 6,9

Intra-luminal

Other (spec.)

Cardiac

Lardiac Adult

Cardiac. Pediatric

Trans-esophageal (Cardiac)

Other (spec.)

Peripheral
Vessel

Peripheral vessel

»

P

P

4

Note 1

Note §; 6,9

Other (spec.)

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

Color Doppler inciudes Power (Amplitude) Doppler

Note 1: BM, B/PWD, B/CWD, B/Color. Doppler, B/PWD/Color Doppler, B!Color Doppler/™M, B/Color Doppler/CWD
Noté 2¢'Includes imaging for guidance of biopsy
Note 3: Includes infertility. monitoring of follicte development
Note 4: Color M-mode

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

Note 6: Abdomina! organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THI)
Note 8: 3D imaging

Note 9: Panoramic imaging

Concurrence of CDRH, SffreweiRasicaExaluakion®@B8) ((OT /7> )
Prescription Use (Per 21 CFR 801.109)
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510(k) Premarket Notification ACCUVIX V10 Diagnostic Ultrasound-System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

073847

Device Name:  NEV4-9ES for use with ACCUVIX V10
Intended Use: _ Diagnostic ultrasound imaging or fluid flow analysis of the human body asfollows:

510(k) No.:

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

~ General
{Track I only)

Specific
{Tracks 1 & II1)

B

M

PWD

CwD

Color

Doppler*

Combined*
(Spec.)

Other
(Spec.)

Ophthalmic

Fetal Imaging
1 & Other

Ophthalmic

Fetal (See Note 3)

Abdominal

Intra-operative (See Note 6}

Intra-operative (Neuro.)

Laparoscopic

Pediatric’

Small Organ (See Note 3)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Note [

Note 2, 7, 8

Trans-vaginal

‘Note !

Note 2,7, 8

Trans-urethral

Trans:esoph. (non-Cardiac)

Musculo-skel. (Convent.)

Musculo<skel. (Superfic.)

Intra-luminal

Other (spec.)

Cardiac

Cardiac Adult

Cardiac Pediatric

Trans-esophageal (Cardiac)

Other (spec.)

Peripheral
Vessel

Peripheral vessel

Other:(spec.)

Additional Comments:

Color Doppler. includes Power (Amplitude) Doppler

N= new.indication; P= previously cleared under K070813; E= added under Appendix E

Note 1: B/M, B/PWD, B/CWD, B/Color Doppler; B/PWD/Color Doppler,. B/Color Doppler/M, B/Cotor 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 Tlssne Harmonic Imaging (THI)
Note 8:-3D imaging

Note 9: Panoramic imaging

AprE

Concurrence of CDRH, &&Eﬂm CC) TvD
Prescription Use (Per 21 CFR.801.109)
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510(k). Premarket Notification

ACCUVIX V10 Diagnostic Ultrasound:System.

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name:

_ Intended Use:

k073847

NER4-9ES for use with ACCUVIX V10
Diag&stic ultrasound imggi_ng or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Qperation (*includes simultaneous B-mode)

General
(Track [ only)

Specific
{Tracks [ & IID)

B

M

PWD

CWD

Color
Doppler*

Combined*
(Spec)

Other
(Spec.)

Ophthalmic

Ophthalmic

Fetal (See Note 3)

Abdominal

Intra-operative (See Note 6)

Intra-operative (Neuro,)

Fetal Imaging

Laparoscopic

) & Other

Pediatric

Small Organ {See Note 5)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Note |

Note 2,7, 8.

Trans-vaginai

Note 1

Note 2,7, 8

Trans-urethral

Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent.)

Musculo-skel. (Superfic.)

Intra-luminal

Other (spec.)

Cardigc Adult

Cardiac

Cardiac. Pediatric-

Trans-esophageal (Cardiac)

Other (Spél’.‘.;)

Peripheral

‘Peripheral vessel

Vessel

‘Other {spec:)

] N=riew 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, B/CWD, B/Color Doppler, B/PWD/Color Doppler, B/Color Doppler/M, B/Color Dappler/CWD

Note 2: Includes imagirig 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; Abdominel organs and peripheral vessel
Note 7; Tissue Harmonic Imaging (THI)
Note 8: 3D imaging

Note 9: Panoramic imaging

DA

Concurrence of CDRH, Oﬂmmm (oTv 'DB

Prescription Use (Per 21 CFR 801.109)
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510(k)-Premarket Notification

ACCUVIX V10 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name:
Intended Use:

ko738&47

EV4-9/10ED for use with ACCUVIX V10
Diagnostic ultrasound imaging or fluid flow-analysis of the human body as follows:

1

Clinical Application

Mode of Operation.(*includes simultaneous B-mode)

General
{Track I'only)

Specific
(Tracks | & 111)

B

M

PWD

CwD

Color

Doppler* |.

Combined*
(Spec,)

Other
{Spec.)

Ophthalmic

Ophthalmic

Fetal (See Note 3}

Abdomina!l

Intra-operative (See Note 6}

Intrz-operative (Neuro.)

Fetal Imaging

Laparoscopic

1 & Other

Pediatric

Small Organ (See Note 5)

Neonatal Cephaslic

Adult Cephalic

Trans-rectal

Note |

Note 2, 7.8

Trans-vaginal

Note 1

Note:2, 7, §

Trans-urethral

Trans-esoph. (non-Cardiac)

Misculo-skel. (Convent.)

Musculo-skel. (Superfic.)

Intra-luminal

Other (spec.)

Cardiac Adult

Cardiac

Cardiac Pediatric

Trans-esophageal (Cardiac)

Other (spec.)

Peripheral

Peripheral vesse]

Vessel

Other (spec.)

N= new indication; P= previously cleared under K092159; E= added under. Appendix £
Additional Comments;
Color Doppler includes Power (Amplitude) Doppler

Note 1: B/M, B/PWD, B/CWD, B/Color Doppler, B/PWD/Color Doppler, B/Colot- Doppler/M, B/Color Deppler/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 aduit, pediatric and neonatal patients

Note 6: Abdoniinal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THI)
Note 8: 3D imaging

Note 9: Panoramic i imaging

Cornicurrénce of CDRH, @ffiscsiieiisodisslmiontSE) Co:r:v

"Prescription Use (Per 21 CFR 801.109)
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510(k} Premarket Notification

ACCUVIX V10 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name:
Intended Use:

lco9384F

ER4-9/10ED for use with ACCUVIX V10
Diagnostic nltrasound imaging or fluid flow analysis of the human body-as follows:

Clinical Application

Mode of Operation (*includes simultanesus B-mode)

General
{Track! only)

Specific
(Tracks] & II})

B

M

PWD

CwD

Color
Doppler*

Combined*
(Spec.)

Other
(Spec.)

Ophthalmic

Ophthalmic

Fetal (See Note 3)

Abdominal

Intra-operative (See Note 6)

Intra-operative (Neuro.)

Fetal Imaging

Laparoscopic

I & Other

Pediatric.

Small Organ (See Note 5)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Note |

Note 2,7, 8

Trans-vaginal

Note |

Note 2, 7, 8

Trans-urethral

Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent.)

Musculo-skel, (Superfic.)

Intra-luminal

Other (spec.)

Cardiac Adult

Cardiac

Cardiac Pediatric

Trans-esophageal (Cardiac)

Other (spec.)

Peripheral

Peripheral vessel

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 [: B/M, B/PWD, B/CWD, B/Color Doppler, B/PWD/Color Doppter, B/Color Doppler/M, B/Color. Doppler/CWD
Note 2: Inclides i 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 patlents

Note 6: Abdominal organs and peripheral vessel
Note 7: Tissue Harmonic Imaging (THI)
Note 8: 3D imaging

Note §: Panoramic imaging

L
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510(k). Premarket Notification

ACCUVIX V10 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASQUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device:Name:
Intended Use:

ico?3447
EC4-91S for use with ACCUVIX V10
Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:.

Clinical Application

Meode of Operation (*includes:simultaneous B-mode)

General

B | M| PWD CwD Color Combined* Other

Doppler* {Spec.) (Spec.)

Specific
(Tracks | & III}

(Track | only)
_ Ophthaimic

Ophthalmic

Fetal:(See.Note 3)

Abdominal

Intra-operative (See Note 6}

‘Intra-operative (Neéuro.)

Fetal Imaging,

-Laparoscopic

& Other

Pedtatric

Small Organ (See Note 5)

Neonatal Cephalic

Adult Cephalic

Trans-rectal Note 1 Note 2, 7,.8

Trans:vaginal Note 1 Note:2, 7,8

“Trans-urethral

Trans:esoph. (non-Cardiac)

Musculo-skel. (Convent.)

Musculo-skel, (Superfic,)

Intra-luminal

Other (spec:)

Cardisc Adult

Cardiac

Cardiac Pediatric

Trans-esophageal (Cardiac)’

Other. (spec.)

Peripheral

Peripheral vessel

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, B/CWD, B/Color Doppler, B/FWD/Color Doppler, B/Color Doppier/M, B/Color Doppler/CWD

Note 2: Includes imaging for guidance of biopsy

Note 3: Includes mfertility monitoring of foflicte devefopment

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: Panoramic imaging

Concurrence of CDRH, rodeieoris et
Prescription Use (Per 21 CFR 801,109)
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‘510{k) Premarket Notification

ACCUVIX V10 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Dévice Name:
Intended Use:

Ko J3847

C4-9/10ED for use with ACCUVIX V10
Diggnostic ultrasound imaging or fluid flow analysis of the. human body as follows:

Clinical Application

Mode of Opetation (*includes simultaneéus' B-modeé)

General
(Track I only)

Specific
(Tracks T & 111)

B

M

PWD

CWD

Calor
Doppler*

Combined*
(Spec.)

Other
(Spec.)

Ophthalmic

Ophthalmic

Fetal (See Note 3)

Note 1

Notes2,7, 8

Abdominal

o~

Note. 1

Notes 2,7, 8

Intra-operative (See Note 6)

Intra-aperative (Neuro.)

Fetal Imaging

Laparoscopic

[ & Other

Pediatric

Note |

Notes 2, 7, 8

'Small Organ (See Note 5)

~

~

s -

-}

Nate

Notes.2,7, 8

Neonatal Cephalic

Note 1

Notes 2, 7,8

Adult Cephalic

Trans-rectal

“Trans-vaginal

“Trans-urethral

Trans-esoph. (non-Cardiac)

q':[\flusctim-,skel. {Convent.)

-Musculo-skel. (Superfic.)

Intra-laminal

Other (spec.)

Cardiac Adult

Cardiac

‘Cardiac Pediatric

Trans-esophageal (Cardiac)

Other (spec.)

Peripheral

Peripheral vessel

P

P

P

p

Note |

Notes 2, 7, 8

Vessel

Other (spec.)

‘ N= new indication; P= previously cleared tinder K070813; E= added under Appendix E
h Additienal Comments:
Color. Doppler includes Power (Amplitude) Deppler
Note I:B/M, B/PWD, B/ICWD, B/Color Doppler; B/PWD/Color Doppier, 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 (THI)
Note 3: 3D imaging

Note 9: Panoramic imaging

JUEL

Concurrence of CDRH, Sfétesw

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)

Division of Radiological Devices

510(k) Numiber_ O T 254Y




510(k) Premarket Notification

ACCUVIX V10 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name:

Ko73 847

C3-7IM for use with ACCUVIX V10

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis.of the human body as follows:
Clinical Application Mode of Operation (*includes simuftaneous B-mode)
General Specific B |MiPWD| CWD Color Combined* Other
{Track [ only) (Tracks [ & HI) Doppler* (Spec) (Spec.)
Ophihalmic | Ophthalmic :
Fetal (See Note 3) P|P| P P Note 1 Notes 2, 7, 8
Abdominal P(P| P P Note | Notes2, 7,8
Intra-operative (See Note 6)
Intra-operative (Neuro.)
Fetal imaging | Laparoscopic
) & Other Pediatiic P|P| P P Note ' Notes 2,7, 8

Smail Organ (See Note 5}

. [ Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethrat

Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent.)

Musculo-skel. (Superfic:)

Intra-luminal

Other (spec.)

Cardiac

| Cardiac Adult

Cardiac Pediatric

| Trans-esophageal (Cardiac)

Other.(spec.)

Peripherat

Peripheral vessel

Vessel

Other (spec.)

Additional Comments:

Color Doppter includes Power (Ampfinide) Doppler

N=.new indication; P= previously cleared under KO70813; E=added under Appendix E

Note 1. B/M, B/PWD, B/CWD, B/Color Doppler, B/PWD/Color Doppler, B/Color Doppler/M, B/Color Doppler/CWD
Note 2: Includes imaging for guiddnce of biopsy
Note 3: Includes infertility: monitoring of follicle development
Note 4: Color M-mode

Note 5: For example: thyroid, patathyroid; 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;
Prescription Use (Per 21 CFR 801.109)

A?J Aé& COTVD )

(Div[fsionSign-fOﬁ) ‘
Division of Radiological Devices

510(k) Number JAO9>¥UY




510(k) Premarket Notification

ACCUVIX V10 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No.:
Device Name:
Intended Use:

033847

C2-6IC for use with ACCUVIX V10 _
Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation (*inchides simultaneous.B-mode)

General
(Track [ only)

Specific
(Tracks L& 11D

B

M

PWD Color

Doppler*

CwD

Combined*
(Spec)

Other.
{Spec.)

Ophthalmic

Ophthalmic

Fetal (See Note 3}

Note |

MNotes 2,.7, 8

Abdominal

Note |

Notes2, 7, 8

Intra-operative (See Note 6)

Intra-operative (Neuro.)

Fetal Imaging

Leparoscopic

! ‘& Other

Pediatric

‘Note |

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-luminal

Othet (spec.)

Cardiac Adult

Cardiac.

Cardiac Pediatric

Trans-esophageal (Cardiac)

Other (spec.)

Peripheral

Peripheral vessel

"Vessel

Othier (spec.)

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

Color Doppler includes Power (Amplitude) Doppler

Note 1: B/M, B/PWD, B/CWD, B/Color. Doppler, B/PWD/Color Doppler, B/Color Doppler/M, B/Colot. Dopple/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, perathyroid, breast, scrotum and penis in adult, pediatric and neonatat patients

Note 6: Abdominal organs.and peripheral vessel
Note 7: Tissue Harmonic Imaging (THI)
Note 8: 3D imaging

"Note 9; Panoramic imaging

JHE

Concurrence of CDRH, Sffiee-of-Bevico-raluation OBy (OTVD )

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off)

Division of Radiological Devices

510(k) Number YN0 2349




510(k) Premarket Notification

ACCUVIX V10 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k)'No.:
Device Name:
Intended Use:

Kof387

C2-5EL for use with ACCUVIX V10
Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinjcal Application

Mode of Operation (*includes simultaneous B-mode)

General
(Track I only)

Specific
(Tracks ] & 1ID)

B

M

PWD

CWD

Color
Doppler*

Combined*
(3pec)

Other
(Spec.)

Ophthalmic

Ophthalmic

Fetal (See Note 3)

o

Note 1

Notes.2, 7, §

Abdominat

o |

Note 'l

Notes 2, 7, 8.

Intra-operative (See-Note 6)

Intia-operative (Neuro.)

Fetal Imaging

Laparoscopic

i & Other

Pediatric

Note 1

Nates 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.)

Misculo-skel. (Superfic.)

[ntra-luminal

Other (spec.)

Cardiac Adult

Cardiac

Cardiac Pediatric

Trans-esophageal {Cardiac)

Other (spec.)

Peripherai

Peripheral vessel

Vesse!

Other (spec.)

Additional Comments:
Color Doppler includes Power (Amplitude) Doppler
Note 1: B/M, B/PWD, B/CWD, B/Color Doppler, B/PWD/Color Doppler, B/Color Doppler/M, B/Color Doppler!CWD

Note 2: Includes imaging for guidance of biopsy

" Note 3: Includes infertility monitoring of follicie development
Note 4: Color M-mode

Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatal patients
Noté 6: Abdominal organs and peripheral vessel

Note 7: Tissue Harmonic Imaging (THI)
Note 8: 3D imaging
Note 9: Penoramic imaging

N= new.indication; P= previously cleared under. K070813; E= added unifer Appendix E

D M

(Division ‘S‘ign—Oﬁ)

Division of Radiological Devices
. 510(k) Number A9 §49

Concurrence of CDRH, Sffivcof-BevicetraluntiondQllE) e ( Q:D/"Dp)

Prescription Use (Per 21 CFR 801.109)




510{k) Premarket Notification ACCUWVIX V10 Diagnastic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

s100gNo: [ 07334 7 |
Device Name:  V6-12 for use with ACCUVIX V10
Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

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

Gerieral Specific B | MjPWD | CWD Color Conibined* Other
(Track I only) {Tracks I & I} Doppler* (Spec.) {Spec.)

Ophthalmic || Ophthalmic

Fetal (See Note 3)

Abdominal

Intre-operative (See Note.§)

Intra-operative (Néuro.)

Fetal Imaging. |'Lapatoscopic

} & Other ‘Pediatric P P P P Note t Note 2,5, 6,9

Small Qrgan.(See Note 5) P|P P P Note:l Note 2,5,6,9

Neonatal Cephalic

Aduit Cephalic

Trans-rectal

‘Trans-vaginal

Trang-urethral

Trans-esoph. (non-Cardiac)

Musculo-skel. (Convent.) Note | Mote2, 5,6, 9

la-]
o~
e~
-]

Musculo-skel. (Superfic:) Pl P P p Note 1 ‘Note 2, 5,6,9

Intra-lumirial

Ottier (spec.)

Cardiac Adult

Cardiac ‘Cardiac Pediatric

Trans-esophageal (Cardiac) -

Other (spec.}

Peripheral | Peripheral vessel PP p P Note ]. Note'5; 6,9

Vessel Cther (spec.)

‘N= new indication; P= previusly cleared under K092159; E= added under Appendix E
Additional Comments:
Color Doppler includes Power (Amplitude) Dopplet
Note 1: B/M, B/PWD, B/CWD, B/Color Doppler, B/PWD/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 developmcnt
Note 4: Color M-mode
Note 5: For example: thyroid, paraﬂ'lyrmd, 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, GffivevfervicehraivationdoRk, (oT UFDB
Preseription Use (Per 21 CFR 801.109)

(Division' Slgn-Oﬁ) .
Division of Radiologi¢al Devices

510(k) Number_ '\09%8UG




510(k) Premarket Notification ACCUVIX V10.Diagnostic Ulirasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT
s No: K 273 &4

Device Name:  3D5-9EK for use with ACCUVIX V10
Intended Use:  Diagnostic ultrasound imaging or fluid flow analysis of the human body. as follows:
Clinical Application Mode of Operation (*includes simultaneous B-miode)

General Specific B | M[PWD| CWD | Color | Combined* Other
(Track I anly) (Tracks | & 1) Doppler* (Spec.) {Spec.)
Ophthalmic _| Ophthaimic

| Fetal (See Note 3)

Abdominal

Intra-operative (See Note §)

Intra-operative (Neuro.)

Fetal'Imaging | Laparoscopic

& Other Pediatric

Small Organ (See Note 5)

Neonatal Cephalic

Adult Cephalic

Trans-rectal P P P P Note 1 Notes 2,7, 8

Trans-vaginal Plp| P p Note 1 Notes 2, 7. 8

Trans-urethral

Trans-esoph. (non-Cardiac)

Musculo-skel. {Convent.)

Musculo-skel. {Superfic.)

Intra-luminal

Other (spec.)

Cardiac Adult

Cardiac [ Cardiac Pediatric

Trans-esophageal (Cardiac)

Other (spec.)

Peripheral | Peripheral vessel

Vessel ‘Other (spec.)

N='new indication; P='previously cleared under K(092159; 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/PWD/Color Doppler, B/Color Doppler/M, B/Color Doppler/CWD

Note 2: Includes imaging for guidance of biopsy

Note 3: Iricludes infertility monitoring of follicle dévelopment

Note 4: Coloi M-mode

Note 5: For example: thyroid, parathyroid, breast, scrotum and penis in adult, pediatric and neonatsil 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, GffteebiauiaEaluationt@®®) ( DTUTS )
M(& Prescription Use (Per 21 CFR 801.109)
(Division Sign-Off)

Division of Radiological Devices

5100 Number AT 25Y9




510(K) Premarket Notification - ACCUVIX V10 Diagnostic-Uitrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

soNe: KoJ3847
Device Name:  3D4-9ES for use with ACCUVIX V10
Intended Use: _ Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation (*includes simuitaneous B-made)
General Specific B|MI|PWD| CWD | Color | Combined* Other
(Track [ only) {Tracks 1 & III) Doppler* {Spec) {Spec.)

Ophthaimic || Ophthalmic
Fetal (See Note 3)

Abdominal

Intra-operative {See Note:6)

{ntra-operative. (Neuro.).

Fetal Imaging | Laparoscopic

& Other Pediatric

Small Ocgan (See Note 5}

Neonatgl Cephalic

:Adult Cephalic

‘Trans-rectal Pl P P P Note 1 Notes 2,.7,.8

Trans-vaginal Pt P P p Note‘l Notes 2,.7. .8

Trans-urethral

Trans-esoph. (non-Cardiac)

‘Musculo-skel. (Convent.)

‘Musculo-skel. (Superfic.)

Intra-luminal

Other (spec.)

Cardiac Adult

Cardiac Cardiac Pediatric

Trans-esophageal (Cardiac)

Other (spec.)

Peripheral Peripheral vesse!

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, B/CWD, B/Color Doppler, B/PWD/Color Doppler, B/Color Doppler/M, B/Color Doppler/CWD
Note2: 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: Panoramic imaging

Concurrence of CDRH, &

‘z o (o Prescription Use (Pe
(Division Sign-Off)
Division of Radiological Devices

510(k) Number_ ¥~ 32Y49




510{(k) Premarket Notification

ACCUVIX V10 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510(k) No::
Device Name:
Intended Use:

Kof384]
3D4-8ET for use with ACCUVIX V10 _
Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation (*includes simulianeous B-mode)

General
(Track I only)

PWD | CWD Color Combined* Cther
Doppler* {Spec:) (Spec.)

Specific B | M

(Tracks I & IID)

QOphthalmic

Ophthalmic

Fetal (See Note 3) Note:1. Notes 2, 7, 8

-l

:Abdominal Note{ Notes 2,7, 8

Intra-operative (See Note 6)

Intra-operative (Neura.)

Fetal Imaging.

Laparoscopic

& Other

Pediatric

Mote ! Notes2; 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-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 under K070813; E= added under Appendix E
"Additional Comments:

Color Doppler.includes Power (Amplitude) Doppler

Note 1: B/M, B/FWD, B/CWD, B/Color

Doppler, B/PWI/Color Doppler, B/Color Doppler/M, B/Color Doppler/CWD

Note 2: Includes imaging for guidance of biapsy

Note 3: Includes infertility monitofing 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 §: Abdominal organs and peripheral vessel

Note 7: Tissue Harmonic Imaging (THI)

Note 8: 3D imaging

Note 9: Panoramic imaging

J Y au-

Concurrence of CDRH, &

. : (OTvD)
Prescription Use (Per 21 CFR 801.109)

~ (Division Sign-Off)
Division of Radiologi

cal Devices

5100 Number  JAO "1’%%‘4 9




510(k) Premarket Notification

ACCUVIX V10 Diagnostic Ultrasound System

DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE STATEMENT

510¢k) No.:

Device Name:
Intended Use:

K 0?3&4?

3D2-6ET for use with ACCUVIX V10

Diagnostic ultrasound i 1magmg or fluid flow analysis of the human body as follows;

Clinical Application

Mode of Operation- (*includes.simultaneous B-mode),

General
{Track I only)

Specific
(Tracks I & HI)

B

M

PWD Color

‘Doppler*

Combined*
(S pec:)

CWD

Other
{Spec.)

Ophthalmic

Fetal Imaging
| &, Other

Ophithalmic:

Fetal (See Note 3)

Note |

Notes 2,7, 8

Abdominal

Note |

Notes 2,7, 8

Intra-operative (See Note 6)

Intra-operative (Neuro.)

Laparoscopic

‘Pediatric

Note |

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-luminal

Other (spec.)

Cardiac

Cardiac Adult

Cardiac Pediatric.

Trans-esophageal (Cardiac)

Other (spec.)

Periphieral
Vessel

Peripheral vessel

Other (spec.)

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

Calor 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: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: Pandramic imaging

y

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

(Division Sign-Off)

Division of Radiological Devices

510(k) Number

0934T

(OruD




510(k) Premarket Notiﬁcatipn' ACCUVIX V10 Diagnostic Ultrasound System

Section 1.3 INDICATIONS FOR USE

DIAGNOSTIC ULTRASOUND INDICATIONS STATEMENT
510(k) No.: < 0938¢9
Device Name:  ACCUVIX V10 Diagnostic Ultrasound System
Intended Use: .Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation (*includes simultaneous B-mode)
General Specific B|M|PWD| CWD Color Combined* Other
(Track I'only) {Tracks I & I11) Doppler* {Spec.) {Spec:)
Ophthalmic | Ophthalmic
Fetal (See Note 3) PP P P P Note | Notes 2, 7,8
Abdominal P{P P p P Note 1 Notes2,7,8
Intra-operative (See Note§) | N | N | N N ‘Note 1 Nate 7, 8,9
Intra-operative (Neuro.) N | N N N Note | Note 7,8,9
! Fetal Imaging | Laparoscopic .

& Other Pediatric PP p P P Note 1 Note 2,4,5,6,7,8,9
Small Organ (See Note 5) ‘PP P P Note | Note 2,567, 8,9
‘Neonatal Cephalic P P p P P Note |
Adult Cephalic pPlPp] P P P Notel Note 4, 7
Trans-rectal P P P P ‘Note 1 Note'2,3, 7,8
Trans-vaginal P P p P Note 1 Notwe2, 3.7, 8
Trans-urethral. .
Trans-esoph. (non-Cardiac) N | N N N N Note 1 Notes 7, 8
Musculo-skel. {Convent.) P|P P P Note 1 Note 2,5,6,7,8,9
‘Musculo-skel. (Superfic.) Pl P P P Note | Note 2,5,6,7, 8,9
[ntra-luminal
Other (spec.)
Cardiac Adult. Pl P P P P Note 1 Note 4, 7

Cardiac Cardiac Pediatric P|P P p P Note 1 Note 4, 7

Trans-esophageal (Cardiac) | N | N N N N Note 1 Notes 7, 8
Other (spec.)

Peripheral | Peripheral vesset lplrl P P P Natel Note 5,6,7,9

. 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:l: B/M, B/PWD, B/CWD, B/Color Doppler, B/PWD/Color Doppler, B/Color Doppler/M, B/Color Dopp]erICWD
Note 2: Includes i 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: Panoramit imaging

Concurrence of CDRH, el ), CQIUD>
_ ﬁé% Prescription Use (Per 21 CFR 801. 109)
(Division Sign-Off)
Division of Radiological Devices

510(<) Number__}JA09 549




