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Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification

Viamo (2.0) SSA-640A Ultrasound System

510(k) Summary

Submitter's Name: Toshiba America Medical Systems, Inc. JAN 2 8 2010
Address: 2441 Michelle Drive, Tustin, CA 92780
Contact: Paul Biggins, Director Regulatory Affairs
Telephone No.: (714) 730-5000

Device Proprietary Name: VIAMO MODEL SSA-640A Version 2.0
Common Name: Diagnostic Ultrasound System

Classification:
* Regulatory Class: 11

Review Category: Tier II

*Ultrasonic Pulsed Doppler Imaging System - Product Code: 90-IYN
[Fed. Reg.No.: 892.1550]

*Ultrasonic Pulsed Echo Imaging System - Product Code: 90-IYO
(Fed. Reg.No.: 892.1560]

*Diagnostic Ultrasonic Transducer - Product Code: 90-ITX
[Fed. Reg. No.:. 892.1570]

Identification of Predicate Devices:
Toshiba America Medical Systems believes that this device is substantially equivalent to:
* Toshiba Ultrasound Diagnostic System Viamo Model.SSA-640 vl.2 -510(k) K093171
* Toshiba Ultrasound Diagnostic System Aplio XG Model SSA-790A V4.0 -5 10(k) K091295

Device Description:
The Viamo is a mobile system. It is a Track 3 device that employs a wide range of probes
that include flat linear array, convex array and sector array with a frequency range of
approximately 2.5 MHz to 12 MHz.

Intended Use:
The Viarno SSA-640 v2.0 Ultrasound System is indicated for the visualization of structures,
characteristics, and dynamic processes with the human body using ultrasound and to provide image
information for diagnosis in the following clinical applications: fetal, abdominal, pediatric, small
organs, trans-vaginal neonatal cephalic, adult cephalic, cardiac, peripheral vascular, and musculo-
skeletal (both conventional and superficial).

Declaration of Conformity:
This device is designed and manufactured in conjunction with the Quality System Regulation, IEC
60601 -1 (applicable portions), lEG 60601 -1-I (applicable portion), lEC 60601-1.2 (applicable
portion), lEG 60601-1-4 (applicable portion), IEC60601-2-37 (applicable portions), lEG 62304
(applicable portion) and the ALUM-NEMA UD2 Output Measurement Standard as applied to Track 3
Ultrasound systems and the AIUM-NEMA UD3 Output Display Standard.



DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration
10903 New Hampshire Avenue
Document Mail Center - W066-G,609
Silver Spr ing., MD 20993-0002

JAN 2 82T
Toshiba America Medical Systems, Inc.
% Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services LLC
1394 2 5th Street NW
BUFFALO MN 55313

Re: K100067
Trade/Device Name: Viamo SSA-640 v2.O Ultrasound System
Regulation Number: 21 CFR 892.15 50
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: II
Product Code: IYO, IYN, and JTX
Dated: January 8, 201 0
Received: January II, 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 conmmerce 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 Viamo SSA-640 v2.0 Ultrasound System, as described in your premarket
notification:

Transducer Model Number

PLT-704AT PVT-674BT PLT-704ST
PVT-705BTH PLT-1204BT PVT-375ST
PVT-745BTV PVT-382BT PST-25ST
PVT-661 VT PLT-805AT



Page 2 -Mr. Job

If your device is classified (see above) into either class It (Special Controls) or class III (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 895. 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 CER Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification f~or your device and thus permnits 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.Ro v/AboutFDA/CentersOffices/CDRH/CDRHOfnices/ucni 115809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http:I/www. fda.gov/MedicalDevices/Safety/RenportaProblem/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 Paul Hardy at
(301) 796-6542.

7iqerely yours,

Dnald t Pierre
Acting Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)



Indications for Use

510(k) Number (if known): K100067

Device Name: Viamo.SSA-640 v2.O Ultrasound System

Indications for Use:

The Viamto SSA-640 v2.0 Ultrasouhd System is indicated for the visualization of structures,
characteristics, and dynamic processes with the human body using ultrasound and to provide image
information for diagnosis in the following clinical applications: fetal, abdominal, pediatric, small organs,
trans-vaginal, neonatal cephalic, adult cephalic, cardiac, peripheral vascular, and musculo-skeletal (both
conventional and superficial).

Prescription Use ___ AND/OR Over-The-Counter Use ___

(Part 21 CER 801 Subpart D) (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

of CDRH, Office of In Vitro Diagnostic Devices (OTVD)

(Division Sikn-OffO
Division of Radiological Devices

510(k)Number jKIj6~6VJ Page I of i



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
System: -~~Liamo Q 0 SSA_-640A Viamo (v2.0) SSA-640A Ultrasound System

Transducer:

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

Clnical Application MOd of Operation
Specifc B MPDCDClrCmie H dacdPwrCI4 te(Track 3) Dope(SeiyDyai2DItl

Admnal

lntra-operative (Neuro)
Laparvscopic
Pediatric P P P P -2 P N -P3
Small Organ (Note 1) P P -P -P 2 -P N P- 3Neonatal Cephalic P P PP 2 P N P - 3
Adult Cephalic P P P __ P 2 P N P 3
Trans-rectal 

___ _____

Trans-vaginal N N -N -N 2 -N N -N3
Trans-urethral 

_____

Trans-esoph. (non-Card.)
Musculo-slceletal
(Conventional) P P P P 2 P N P 3
Musculo-skeletal (Spricial) P P P P 2 P N P - - 3
Intravascular
Other (Specify)
Cardiac Adult P P P P -2 P- NP -N--3
Cardiac Pediatric P P P - P -2 P- NP -N--3
Intravascular (Cardiac)-- 

- - -

Trans-esoph. (Cardiac)
intra-cardiac - - - --- 

- - -

O0ther (Specily)
Peripheral vessel--

PP P P 2 P N P 3

Othet (Specify)- - - - - ___ - ____ - - -

N = new indication; P = previously cleared by FDA; E =added under this appendix
Previous 5 10(k): K093171

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; B/PWD; BDFIPWID; RDF/MDF; BDF/MDFjPWD
Note 3 ApliPure: added under this submission

Prescription Use Only (Per 21 CRF8OI.109)

(Division Sign-Off)
Division of Radiological Devices

5 10(k) Number /§5t 2

B-2



ToshibaAmerica Medical Systems, Inc. 5 10(k) Premar-ket Notification
System: ~~~~~~~~~~~~Viamo (v2.O) SSA-640A Ultrasound SystemSystem: Vianno v2.O SSA-640A

Transducer: PST-25ST

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

Clinical Application Mode of Oeratin
Specific B NI PWD CWD Color C~ombined THi Advanced Power THIi 4D Other(Tracks 3) Dloppler (Specify) Dynamic 21) INotel

________________________ * ~~~~~Flow
Ophthalmic- 

- - -

Admnal P P P P _2 -P N -P 3
ntaoperative (bdominal)

ntaoerative(Nuo
Lapmrscopi

Pediatric ~~~~P P P P 2 P N P- 3
SmalOra (Note!1)

Neonatal Cephalic P P P ___ P -2 P -N -P - 3Adult Cephalic P P P__ P 2 P N P- 3
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.)
Musculo-skeletal
(Conventional)
Musculo-skeletal (Superficial)
Intravascular
Other (Specify)
Cardiac Adult P' P P P 2 P N P - 3Cardiac Pediatric P P P __ P 2 P N - 3Intravascular (Cardiac)--- 

- - -

Trnsesp (Cardiac)
Intra-cardiac
Other (Specify)
Peripheral vessel

Other (Specify)

N = new indication; P= previously cleared by FDA; 2E added under this appendix
Previous 5 10(k) of the transducer. K093 171

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PwrD
Note 3 ApliPure : added under this submission

Prescription Use Only (Per 21 CRF8OI.109)

(Division Sign-Off
Division of Radiological Devices

5 190(k) Number f/f2h

B-3



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification

System: ___Ltamo _ v2 0 SSA.-640A Viamno (v2.0) SSA-640A Ultrasound System
Transducer: PV-7T

Intended Use: Diagniostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ____

Specific B M PWD C D ClrCmie ilAvne oe I 1 te
(Tracks 3) Doppler (Specify) Dynamic 2D [Note]

* ~~Flow
Ophthalmic 

____

Fetal P p P P P 2 P N P - - 3
Abdominal P P P P 2 P N P 3
Intra-operative (Abdominal)- - - -

fnram-operative (Neuro)
Laparoscopic
Pediatric P P P P 2 P N P 3
Small Organ (Specify) (1)
Neonatal Cephalic
Adult Cephalic
Trans-rectal

Tians-urethral
Trans-esoph. (non-Card.)
Musculo-skeletal - - - --- 

- - -
(Conventional)
Musculo-skeletal (Superficial)
Intravascular
Other (Specify)
Cardiac Adult
Cardiac Pediatric
Intravascular (Cardiac)
Trans-esoph. (Cardiac)
Intra-cardiac

Other (Specify')
Peripheral vessel

Other (Specifyt)- - - - - - -- - -

N new indication; P = previously cleared by FDA; E added under this appendix
Previous 510(k) of the.transducer. K093171I

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; fl/P WD; DDE/P WD; BDF/MDF; BDF/MDF/P WD
Note 3 ApliPure : added under this submission

Prescription Use Only (Per 21 CRF8O1.l09)

(Division Sign-Off)
Division of Radiological Devices

5 10(k) Number /r/t64 7

B-4



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
System: _-Viamo, _ v4 0 SSA-640A Viamno (v2.0) SSA-640A Ultrasound System

Transducer: PLT-704ST

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of (he human body as follows:

Clinical Application Mode of Operation _mbd ~-,ad - -
specificB NI PWD CWD Color Cmie THIlAvne Power CHI 3D Other

(Tracks 3) ~~~~Doppler (Specify) Dynamic 2D INotel
Ophthalmic ~ ~ ~ ~ ~ ~ ~ ~ *Flow

(Cdonvnional) ' P ~

Trans-eoph.ai (CAbdoinac)
Intra-0pcatiac (euo

SalOther (Specify)) - P P - 2 ___ -P N -P -3

NerinatalvCepheliPpPcp 2

Othriu(special

Previousrethrf h tasdcr:K937

rNote ISmall norg Canrnldestyod.ras n etce

PrescrpinUkskeOnly (Sperfiil 21 CRFSP2i.1O9)

DiiinoCardicAdlogclDeie

5 C10(k)aNumedaric__________

Intravucular (Cardiac)~B-



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Vianno (v2.0) SSA-640A Ultrasound System

System: Vianmo v2.0 SSA-640OA
Transducer: PLT-805A.T

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

Clinical Application Mode of Operation - Tbed d;SpecInic B M PWD CWD Color -. Combine Tm Avanced Pow-er CI 3 ter(Tracks 3) Doppler (Specify) Dynamic2D[oe
___ Flow

Ophthalmic
Fetal
Abdominal
Intra-operative (Abdomninal)
hintr-operative (Neuro)
Laparscopic
Pediatric
Small Organ (Specify) (1) P P P p 2 P N P - 3
Neonatal Cephalic
Adult Cephalic
Trants-rectal

Trans-vaginal
Trans-urethral 

_ _

Trans-esoph. (non-Card.)

Musculo-skeletal 2 N(Conventional)P P pP 2 P N P3
Musculo-skeletal (Superficial) P P P P 2 P N P - 3
Intravascular
Other (Specify) - - - -- - - - - -

Cardiac Adult
Cardiac Pediatric
Intravascular (Cardiac)

Tnsesoph. (Cardiac)
Intra-cardiac
Other (Specify)
Peripheral vessel P P P P2 P N P3
Other (Specify) 

- ____ -- - - ___

N = new indication; P - previously cleared by FDA; E= added under ths appendix
Previous 51 0(k) of the transducer: K093171

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BAA; B/PWrD; BDFIPWrD; BDE/MDF; BDFRI4FIPWD
Note 3 ApliPure: added under this submission

Prescription Use Only (Per 21 CRF8OI.109)

(Division Sign-Off)
Division of Radiological Devices

5 10(k) Number ,4dt&e 7

B-6



Toshiba America Medical Systems, Inc. 5 10(k) Prernarket Notification
Vianmo (v2.0) SSA-640A Ultrasound System

System: - V iarno v2.0 SSA.-640A
Transducer: PVT-382BlT

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

Clinical Application Mode of Operation ____

Specific B M PWD CWD Colo-r Co-mb-ined -THI Ad-vanced PFower CHI -3D Oher(Tracks 3) Doppler (Specify) Dynamic 2D [Note]
* ~~Flow

Ophthalmic 
_ _

Fetal P P P P 2 P N P - - 3
Abdominal P P P P 2 P N P 3
Intra-operative (Abdominal)
Intra-operative (Neuro)
Laparoscopic 

____

Pediatric P P P P 2 P N P- 3
Small Organ (Specify) (I)- - --- 

- - -

Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-Cr.
Musculo-skeletal
( Conoven tion aI) ____

Musculo-skeletal (Superficil 
____

Intravascular
Other (Specify)
Cardiac Adult
Cardiac Pediatric
Intravascular (Cwardic-)- - - - -- ___- - -

Trans-esoph. (Cardiac)
Intra-cardiac
Other (Specify)
Peripheral vessel

Other (Specify)

N = new indication; P - previously cleared by FDA; E= added under this appendix
Previous SI10(k) of the transducer: K09 1371

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BMv; BIPWD; BDP/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 ApliPure added under this submission

Prescription Use Only (Per 21 CRF8OI.109)

(Division Sign-Off)
Division of Radiological Devices

5 10(k) Number KWbt C

B-7



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Viamo (v2.0) SSA-640A Ultrasound System

System: Viamo v2.0 SSA-640A
Transducer: PLT- I 204BT

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

Clnca Application MOd of Oeain
B M PWD WD Colo Combineriri Advanced Power CI 3 te

(Tracks 3) ~~~~Doppler (Specify) Dynamic 2D [Note]
Flow

ntaperative (Abdominal)
Intra-operative (Neuro)
Laparcoscopic,
Pediatric
Small Organ (Specify) (1) P P P P 2 P N P - - 3
Neonatal Cephalic
Adult Cephalic,

Itransvagicula
Othasuetralpci'

Trans-esoph. (Cariac

Intra-acaulacr
Other (Specify)- - - - -- - - - -

Peripheral vessel

P P P p 2 p N P 3

Other (Speoify) - - -

N = new indication; P= previously cleared by FDA; E= added under this appendixPrevious 510(k) of the transducer: K091295

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes fl/M; B/PWD; BDF/PWD; BDF/MDF; BDF/MDF/PWD
Note 3 ApliPure added under this submission

Prescription Use Only (Per 21 CRFSOI. 109)

(Division Sign-Off)
Division of Radiological Devices

5 10(k) Number AJDL

B-8



Toshiba America Medical Systems, Inc. 510(k) Premarket Notification
Viamo (v2.0) SSA-640A Ultrasound System

System: V-iamo _v2.O SSA.-640A
Transducer: -- PVT-674BT

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

Clncal Application MOd of Opration
SPecifc B Mi WD FWD Col-or Comnbined TilAdacd Power CI3 te(Tracks 3) Doppler (Specify) Dynamic 2D Notel

Flow
Iptamic

bdmnal P P P - 2 P N P_ 3

CricPediatric P PP 2 P N P3

SalOthrga(Specify) _

Pdl erphealivese

Othes-r(Secira)

Prviusc5 o0(k)eoltetral sue 019

Prescripton skeOnly (Sperf21cial) .09

DiiinoCardicAdlogclDeie

510k)umer KSeigby L

vesse ~ ~ ~ ~ ~ ~~~-



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Viamo (v2.0) SSA-640A Ultrasound System

System: _Viamo v2.0 SSA-640A
Transducer: PV-6IT

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

Clinical Application MOd of Operation ____

Speifc B M PWD CWD~M Color Combined TMl Advanced Power CHII 3D Other(Tracks 3) Doppler (Specify) Dynamic 2D [Notel
Flow

Ophthalmic

Fetal
Abdominal

Itran-oeratih. (CArdoinac)

Oithra(Specaivefy) ro

Pedariphclvse

Othel rga(Specify) _0

Previoused(k f h rasucrK019

Prasesrpti (onUs Ony(erd 2 RS119

(Diis onveSign-Of)
DivisionofRadilogal DSuevicesl

51(k tN mer (pecify)

ac Adult ~ ~ ~ ~ ~ ~ -j



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Vianno (v2.0) SSA-640A Ultrasound System

System: V__iamo v2.0 SSA-640A
Transducer: PVT-745BTV

Intended Use: Diagniostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation ____

SpecificB M PW CD Color Combined THEl Advanced Power CHII 3D Other
(Tracks 3) Doppler (Specify) Dynamic 2D [Note]

* ~~Flow
Ophthalmic 

__ _______

Fetal
Abdorninal P P P __ P 2 P N P 3
Intra-operative (Abdominal)
Intra-operative (Neuro)
Laparoscopic
Pediatric 

___

Small Organ (Specify) (I)
Neonatal Cephalic

Adult Cephalic
Trans-rectal .--

Trans-vaginal
Trans- urethral

Trans-esoph. (non-Card.)
Musculo-skeletal
(Conventional)
Musculo-skeletal (Superficial)
Intravascular
Other (Specify)
Cardiac Adult
Cardiac Pediatric
Intravascular (Cardiac)
Traris-esoph. (Cardiac)

Intra-cardiac
Other (Specify)
Peripheral vessel

P P P P 2 P N P 3

Other (Specify)

N = new indication; P - previously cleared by FDA; E added under this appendix
Previous 510(k) of the transducer. K09 1295

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes B/M; B/PWID; BDFfPWrD; BDF/MDF; BDF/MDF/PWrD
Note 3 ApliPure added under this submission

Prescniption Use Only (Per 21 CRF8OI.109)

(Division Sign-Off)
Division of Radiological Devices

5 10(k) Number k16LI0867



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Viamo (v2.0) SSA-640A Ultrasound System

System: V -~iamo v2.0 SSA.-640A
Transducer: PVT-YO5BTH

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

Clinical Application Mode of Operation ____

Specific B M WDCWD Coo omieFil dane voer Cif 3D Other
(Tracks 3) fl~~~~~oppier (Specify) Dynamic 2D [Note]

* ~~Flow
Ophthalmic
Fetal
Abdominal P P PP _2 p _ N _P- 3
Intra-operative (Abdominal)
Intr-operative (Neuro)
Laparoscopic
Pediatric
Small Organ (Specify) (I)
Neonatal Cephalic
Adult Cephalic
Trans-rectal 

___

Trans-vaginal
Trans-urethral
Trans-esoph. (non-Cr.
Musculo-skeletal
(Conventional)
Musculo-skeletal (Superfi~cial[)
Intravascular
Other (Specify)
Cardiac Adult
Cardiac Pediatric
Intravascular (Cardiac)
Trans-esoph. (Cardiac) 

- ____

Intr- cardiac
Other (Specify) 

- ____ - - - ___
Peripheral vessel 

____

Other (Specify)

N = new indication; P = previously cleared by FDA; E - added under this appendix
Previous 51 0(k) of the transducer: KO091295

Note I Small organ includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; BIP WID; BDFIPWD; BDFIMDF; BDFIMDFIPWD
Note 3 ApliPure : added under this submission

Prescription Use Only (Per 21 CR.F80.I 09)

(Division Sign-Off)
Division of Radiological Devices

510(k) Number k,,ŽdcLy,

B- 12



Toshiba America Medical Systems, Inc. 5 10(k) Premarket Notification
Viamo (v2.0) SSA-640A Ultrasound System

System: V faiao v2.0 SSA.-640A
Transducer: P-LT-704AT

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

Clinical Application Mode of Operation
Specific B M WDZTCWD C-olor Cmbined THI Advance d Powe Cu 3D Ote

(Tracks 3) Doppler (Specify) Dynamic 2D INotel
______ _______Flow

Ophthalmic
Fetal
Abdominal
Intra-oiperative (Abdominal)
Intra-oiperative (Neuro)
Laparoscoipic
Pediatric
Small Organ (Specify) (1) P P P P 2 P N P - 3
Neonatal Cephalic
Adult Cephalic
Trans-irecal 

____

Tnrns-vaginal
Trans-urethral 

__

Trans-esoph. (non-Card.)
Musculo-skerletal
(Conventional)-
Musculo-skeletal (Superficial) ____

Intravascular-
Other (Specify)
Cardiac Adult

Cardiac Pediatric
Intravascular (Cardiac)
Trans-esoph. (Cardiac)
Intra-cardiac
Other (Specify)- - - -- -- -

Peripheral vessel

PP p P 2 P N P3

Other (Specify)

N = new indication; P= previously cleared by FDA; E added under this appendix
Previous 5 10(k) of the transducer: K09 1295

Note I Small organ, includes thyroid, breast and testicle.
Note 2 Combined mode includes BIM; BtP WD; BDIiFPWD; BDF/MDF; BDF/MDF/PWD
Note 3 ApliPure: added under this submission

Prescription Use Only (Per 21 CREFO01.109)

(Division Sign-Off)
Division of Radiological Devices

510(k)Number ktbc'c47

Bf43


