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510(k) Summary

1.0 SUBMITTER INFORMATION
1.1 Submitter: SHIMADZU MEDICAL SYSTEMS

20101 South Vermont Ave.

Torrance, CA 90502-1328

PH: 310-217-8855

FX:310-217-8869 -
1.2 Contact: Don Karle

1.3 Date: July 23, 2008

2.0 DEVICE NAME

2.1 Proprietary Name: sarano

2.2 Common Name: Ultrasound Imaging System

2.3 Classification: Ultrasonic Pulsed Echo Imaging System
e e FR#.892.1560, Product Code 90-IYQ

Diagnostic Ultrasound Transducer
FR # 892.1570, Product Code 90-ITX

2.4 Predicate Device: Shimadzu Corporation sarano (K061641, Jul 14. 2006}

3.0 DEVICE DESCRIPTION
The sarano is a mobile diagnostic ultrasound system. This system has flat linear array,
convex and with a frequency range of approximately 2 to 15 MHz. It bas B mode, M
mode, or in a combination of modes.
Also the sarano has two kinds of monitor; CRT and LCD. The former is standard
model and latter is optional model.




4.0 INTENDED USE
The sarano is intended for the following applications:
Fetal, Abdominal, Pediatric, Small Organs (Specify), Neonatal Cephalic, Adult
Cephalic, Cardiac, Transrectal, Transvaginal, Peripheral Vascular, Musculo-skeletal
Superficial and Musculo-skeletal Conventional.

5.0 SAFETY CONSIDERATIONS
The sarano has been designed to meet the following voluntary and measurement
standards:

» [EBC 60601-1 Safety of Medical Electric Equipment

¢ UL60601-1:2003 Medical Electrical Equipment Part I : General
Requirements for Safety -

« ATUM NEMA UD2 Acoustic Output Measurement Standard for Dlagnostlc
Ultrasound Equipment

e Acoustic Qutput Measurement and Labeling Standard for Diagnostic
Ultrasound Equipment Revision 1 (AIUM 1998)

s AJUM NEMA UD3 Standard for Real-time Display of Thermal and
Mechanical Acoustic Output Indices on Diagnostic Ultrasound Equipment
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Mr. Don Karle

Customer Service Manager

Shimadzu Medical Systems

20101 South Vermont Avenue DEC I 5 2008
TORRANCE CA 90502-1328

Re: K082224
Trade/Device Name: Diagnostic Ultrasound System sarano, system
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulatory Class: II
Product Code: IYO and ITX
Dated: July 23, 2008
Received: September 22, 2008

Dear Mr. Karle:

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 det'ermination of substantial equivalence applies to the following transducers intended for
use with the Diagnostic Ultrasound System sarano, system, as described in your premarket

notification: :
Transducer Model Number
1.040- 12OH_U - VA40R-035U - L0O72-050U
L040-100U 7 VASTR-0375WU , VAZ_OR—O35U
- LO70-075U TV1IR-055U VASTR-0375U
- VAL1R-055U EC11R-055U _ VASTR-037580

VAI3R-035U UB1OR-065U




Page 2 - Mr. Karle

If your device is classified (see above) into either class II (Special Controls) or class III.(PMA),
it may be subject to such additional controls. Existing major regulations affecting your device

- ¢an 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 1600-1050.

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small

Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http://www.fda. gov/cdrh/industry/support/index.html

LI you have any questions'regarding the content of this lctter; please contact Paul Hardy at
(240)-276-3666.

Sincerely yours,

g’/ Joyce M. Whang, Ph.D.

Acting Director, Division of Reproductive,
Abdominal, and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

- Enclosure(s)




Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement  Page 1 of 15 .

510(k) Number (if known) : KoO@ 213324
Device Name : Diagnostic Ultrasound System sarano, system

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ulirasound imaging or Doppler analysis-of the human body as follows:

Division of Reproductive, Abdominal and

Radiological Devices
510(k) Numbet

KoS2224

Mode of Operation
Clinical Application A |B | M | PWD | CFD | Color Power Color Combined Tissue Other
Deppler {Amplitude) | Velocity (Bpecif)** | Harmonic | (Specify)
“Doppler Imaging Imaging )
Ophthalmic ' e
Fefal PIFP P P
Abdominal PP P P
Intra-operative
{Specify)
Intra-operative
Neurological
Pediatric
| Smali Organ :
(Specify) * PP P P
Neonatal ;
Cephalic NN N N
Aduit Cephalic ‘
Cardiac P|P " P P
Transesophageal :
Transrectal P|P P P
Transvaginal . P|P P P
Intravascidar
| Peripheral Vascular P |F P P
Laparoscopic :
Musculo-skeletal PP P P
Conventional
Musculo-skeletal PP P P
Superficial
L Other (Specify) : '
N= new indication; P= previously cleared by FDA; E= added under Appendix E
Other Indications or Modes: .
_* Thyroid, Testicles, Breast
** BIM :
(FLEASBDONOTWRHEBBLOWTHSUNB-CQNTNUBCNANOTHERPABE!F DE]
Cancurrencs of CDRHE, Office of Device Bvalustion (ODE})
_ Prescription Use . '/
s . — (Per 21 CFR 801.109)
(Division Sign-0ft)




Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement  Page 2

510(k) Number (if known) : X061641 .
Device Name : Diagnostic Ultrasound System sarano, L040-120HT]

Fill out one form for each ultrasound system or transducer.

of 15

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Operation

Clinical Application A | B | M| PWD | CWD | Color Power Color
: Deppler {Amplitede) | Velocity
Doppler Imaging

Combined

{Specify)**.

Tissue
Harmanic
Imaging

Chher
(Specify}

Ophthalmic

Fetal

Abdominal

Intra-operative

(Specify)

Intra-operative
Neuralogical

Pediatric

Small Organ
{Specify) *

Neonatal
Cephalic

- Adlt Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Tramsurethral

Intravascular

Peripheral Vascular F|P

Laparoscopic

Museulo-skeletal Pl|P
Conventiona!

Musculo-skeletal PI|P
Swperficial

- Others (Speciy)

N=pew indication; P= previously clcmd by FDA; E= added under Appendix E
Other Indications or Modes:

*'Thyroid, Testicles, Breast

*¢ BM

(PLEASE DO NQT WRITE BELOW THIS ON ANOTHER PAGE
Cemcuencs of CORH, Office of Devioe Evaluation (ODE) ’

Division of Reproductive, Abdominal and
Radiological Devices

510(K) Number ___ Kf)@}l‘f

(Divisioh Sign-0ff) '  (er 21%83‘; 109)




Prescription Use (Per 21 CFR 801.109)

Ultrasound Device Indications Statement

510(k) Number (if known) : K061641 .
Device Name : Diagnostic Ultrasound System sarano. 1,040-100U

Fili out one form for each ultrasound system or transducer.

Page 3

of 15

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body ‘as follows:

Mode of Operation

Clinical Application

PWD

CWD | Color Power

Doppler {Amplitude}
| Doppier

Imaging

Ceolar Combined

Velocity (Specify)**

Tissue
Harmoni

Other
(Specify)

Ophihaimic

c
Imaging

Fetal

Abdominal

Intra-operative

(Gpecify)

i Intra-operative
‘Neurological

Pedigtric

Small Organ
(Specify) *

Neonatal
Cephalic

Adult Cephalic

Cardiac

Tramsesophageal

Transrectal

 Pransvaginal

Transurethral

Intravascular

Peripheral Vasculer

Laparcscopic

Musculo-skeletal
Conventional,

Musculo-skeletal
Superficial

Other, (Specify)

N= new indication; P== previously clemed by FDA; E= added mdcr Appendix E

Other Iudxcauons or Modes:

_* Thyroid, Tesncles Brcast

**B/M

mmmmmmm
C-onmmnf CDRH, Office of Device Evalyation (ODE) '

IOTHER PAGE I N’EBIJED]

(Division Sign-0ff) |
Division of Reproductive, Abdominal and
Radiological Devices

510(k) Number

Ko¢220¢

Use

Y

(Per 21 CFR 801.109)




Prescription Use (Per 21 CFR 801.109)

Ultrasound Device Indications Statement

510(k) Number (if known) : _K061641 .
Device Name : Diagmostic Ultrasound Svstem sarano, L070-075U

Fili out one form for each ultrasound system or transducer.

Page 4

15

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Operation

Clinical Application

4 VB M | PWD | CWD | Color
Doppler

Power
{Amplitude)
Doppler

Color
Velocny

Combined
(Specify) **

Tissue
Harmonic
Imaging

Other
(Specify)

Ophthalmic

Fetal

“Abdominal |

Inira-operative

{Specify)

Intra-operative
Neurological

Pediatric

Small Organ
(Specify) *

Neonatal

Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrecial

- Transvagingl

| Transiivethiral

Intravaseular

Peripheral Vascular

Laparoscopic

Musculp-skeletal
LConventional

Musculo-skeletal
Superficial

Others (Specify)

N= new md:cacl::on, P= prevmusly cleared by FDA; E= added imder Appendix E

Other Ind.lcanorﬁ or Modes:

* Thyroid, Testicles, Breast

“BM, '

MEWWMM'MWWMPAGBEWQ

Prescription Use ___
(Per 21 CFR 801.109)

- (Division Sigri-Utt;

Division of Reproductive. Ahdnmma! and

“Radiological Device* |
5100k Numper K0 f)::.;{,ﬂ

/




“-=~cription Use

Prescription Use (Per 21 CFR 801.109)

Ultrasound Device Indications Statement

510(k} Number (if known) :

Device Name : Diagnogtic Ultrasound System sarano, VA 11R-055U

Fill out one form for each ultrasound system or transdueer.

Page 5 of 15 .

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

- Mode of Operation

Clinical Application

PWD

CWD

Color
Doppler

Power .
(Amplitude)
Doppler

Color
Velocity
Imaging

" Contbined

(Specifi)**

Tissue
Harmonic
Imaging

Chther
{Specify)

Ophthalmic

Fetal -

-]

P

4bdominal

p

Intra-operative

(Specify)

Intra-operative
Newrological

Pediatric

Small Organ
elfy) *

Neonatal
Cephalic

Aduylt Cephalic

Cardiac

Transesophiageal

Transrecial

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Others

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

Other Indications or Modes:

’ LT Y]

/

< 21 CFR 801.109)

NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAQEIF
de Offico of Device Evahuation (ODE)

(Division Sign-0fy
Division of Reprog
"Radiological De

§10(k) Number

uctive, Abdoriinal
vices

and

Ko¥222¢4




Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Stateme;nt

510{k) Number (if known) : _K061641.
Device Name : Diagnostic Ultrasound Systemn sarano, YA 13R-035U

Fill out one form for each ulirasound system or transducer.

Page 6

of

A5

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Operation

Clinical Application

M

FWD

CWD | Color
Doppler

Power
(Amplitude}
Daoppler

- Color
Velacity
Inmaging

Combined
{Specify**

Harmonic
Imaging

Cther
{Specify)

| Ophthalmic

Fetal

&

Abdominal

Intrg-operative

{Speciy)

Intra-operative
Newrological

Pediatric

Smatl Organ.
| (Specify) *

Neonatal
Cephalic

Adult Cephalic

Cardiac.

Transesophageal

Transrectal

Tremivaginal -

- Treisurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculp-skeletal
‘ Slqaerﬁclal

QOthers

N= new md:mtlon, P= prevmusly cleared by FDA: E= added undnr Appendix E

Other Indlcahons or Modes: .

'l‘BM

(PLEASEDONOTWRITBBEDWTHIS

ONW‘['BERPAGBENEE]}ED)

Cmmufm Offie of Device Evalustion (DE)

(Divisian Sign-Otf)

(Per 21 CFR 801,109)

Division of Reproductive, Abdomina! and

Radiologleal Devicas
510(k) Number

K0822a¢

/




Prescription Use (Per 21 CFR 801.10%)
Ultrasound Device Indications Statement Page 7 of 15

510{k) Number (if known) : K06164] .
Device Name : Diagnostic Ultrasound Svstem sarano, VA40R-035U

Fill out one form for each ultrasound system or transducer.
Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Operation

Clinical A |B | M| PWD | CWD | Coler | Power . Color ‘Combined | Tessue Other
Application Doppler {Amplitude) | Velocity {Specify)** | Rarmonic | (Specify)

Dappler Imaging Imaging
Ophthalmic :

Fetal P

o
2]
g~

Abdominal PP , P P

Intra-pperative:

{Specify}

Inira-operative
Neuroiagicql

‘I Pediatric

§ Small Orgaﬁ
(Specify) *

Neonatal
Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Others (Spécify)

N= new indication; P= prevmus]y clemd by FDA; E= added under Appendix E

Othet Indications or Modes:
** B/M.

MWWFMMMWWWPA@EM)
mermofm}{, Office of Device Evalustion (ODE)

Prescription Use . /

(Per 21 CFR 801.109)

{Divisioh Sign-0ff)
Division of Reproductive, Abdorninal and
Radiologicat Devices

5100 Number %0 2224




Prescription Use (Per 21 CFR 801.109) :
Ultrasound Device Indications Statement Page 8 of _15 .

510(k) Number (if known) : _K061641 .
Device Name : Diagnostic Ultrasound System sarano, VASTR-0375WU

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Operation

Clinical
Application

PHD | CWD | Color

Dappier

Power | Color
{Amplitude) | Velocity
Imaging

Cnmbim:d
{Specify) **

Tissue
Harmonic
Imaging

1 Other
{Specify)

Ophthglmic

.| Doppler

Fetal

P

Abdominal

a-Ria-]

P

Intra-operative

_(Specify)

Intra-operative
Newrological

Pediatric

Small Organ
(Specify) *

Neonaial
Cephalic

Adult Cephalic |

Cardiac

Transesophageal

J Transrectal

Transvaginal

Intravascular

Peripheral Vascular

Laparoscopic

N Musculo-skeletal
Conventional

Musculo-skeletal

Superficial
' Others (Specify)

N= new indicafion; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:

** B/M

(Division Sign-

Off)

._{FLEASE DO NOT WRITE BMMMEEONWZPAGEIFW

Canowrence of CORH, Offic# of Device Evalustion {ODE)

Prescription Use
(Per 21 CFR 801.109)

Division of Reproductive, Abdominal and

Radiological Devices
§10(k) Number

Ko82004




Prescription Use (Per 21 CFR 801.109)

Ultrasound Device Indications Statement Pége 9 of_15

510(k) Number (if known) : K061641 .
Device Name : _Diagnostic Ultrmund Svstern sarano, TV11R-0550

FiIl out one form for each ultrasound system or transducer.

Indications fot use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Operation

Clinical Application A | B | M} PVD | CWD | Color Power Color
Doppler (Amplitude} | Velocity
Doppler Imaging

Combined
(Specify**

Tissue
Harmonic

-} Imaging

Other
{Spectfy}

Ophthalmic

Fetal P|P

P

Abdominal

1 Intra-operative

(Specify}

Intra-operative
Neurological

Pediatric

Small Organ.
{Specify) * -

Neonatal
Cephalic

Adult Cephalic

Cardiac -

Transesophageal

e -)

Transrectal P

Transvagingl PP
Tramoretiral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

| Mausculo-skeletal
Superficial

Others @ I'@

N= new indication; P= prevmusly clemd by FDA; E= addad under Appendxx E.

Other Indications or Is&ocl!.-,sT

** B/M

Concanrence of CDRH, Offios of Device Bvalustion (ODE)

(Divisidn Sign-0ff) ' '
Division of Reproductive, Abdominal and
Radiological Devices

51000 Number K032 2>24f

(PLEASE DO NOT WRITE BELOW THIS MTMEWMPAGBIFM

tion Use

,

- (PaZl CFR 801.109)




Prcscnptlon Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statemcnt Page _10 of _15

510(k) Number (if known) - _K061641 .
Device Name : Diagnostic Ulirasound System sarano, EC11R-035U

Fili out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Operation

Clinical Application A | B | M| PWD | CWD | Color Power Color Combined

Doppler {Amplitude) | Velocity' {Specifj) **
Doppler Imaging

Tissue
Harmonic

" Imaging

Other

-(Specify)

Ophthalmic

P

Fetal - rlp ' P
Abdominal - ' ‘

Intra-operative

(Specify)

Intra-operative
Neurological

Pediatric

Small Organ
(Specify) *

J; Neonatal
Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal

-]
-
-

Trangvaginal : PP . . P
Transurethral i : i ‘

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Qthers (Specify)

N- new indication; P= prewously cleared by FDA; E= added under Appendix E
Other Indications or Modes:

" B/M ' | ' .

— {PLEASE DO HOT WERITE BELOW THIS ON AMOTHER PAGE IF NEEDED)

Concorrence of CDRH, Office of Devine Evalustion (ODE)

{Division Sign-0ff)
Division of Reproductive, Abdominal and

Radiological Devices
§10(k) Number Kn $2204

(Per 21 CFR 801.109)




Prescription Use (Per 21 CFR 801;109)
- Ultrasound Device Indications Statement Page 11

510(k) Number (if known) : _K061641
Device Name : Diagnostic Ultrasound Sgstem savanc, UBIOR-065U

Fill out one form for each ultrasound system or transducer.

of 15

Indications for use: Diagnostic ulirasound imaging or Doppler analysis of the human body as follows:

Mode of Operation

Clinical Application A |B |M | PFD | CWD | Color Power Calor
Doppler | {Amplitude) { Veloctty
" | Doppier Imaging

| Combined
(Specw L.L)

- Tissue

Harmonic
Imaging

Other

(Specify)

Onhthalmic

Fetal -

Abdominal

Intra-operative

(Specify)

Intra-operative
Neurological

Pediatric.

Small Organ
-[Specify) *

- Neonatal
Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrectal . . P{P ..

Transvagindl -

- Transvrethral

‘N Intravascular

Peripheral Vascular

Laparascopic

Musculo-skeletal

Conventional

Mmculo-skeletal
Superficial

Others’ @ﬂé /)

N=new mdlcatlon, Pa prcvmus}y clem-ad by FDA; B~ added under Appendix E
" Qther Indmahons or Modes

B ' T

 (PLEASE DO NOT WRITE BELOW THIS LD OONTINUE 0N ANCTHER FAGE IF

Concutrence of CORH, Office of Device Evaluation (ODE)

(Divisign Sign-0ff) -
Division of. Reproductive, Abdominal and

Radiological Davices
51000 Number KU 39'33“[

" Prescription Use _,
(Per 21 CFR 801.109)




Preseription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement

510(k) Number (if known) : _K061641 .
Device Name : Diggnostic Ultrasound System sarario. L072-050U

Page 12 of 15

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Operation

Clinical Application

CWD | Color
Doppler

-Power .
{Amplitude)
Doppler

Velocity
Imaging

Color .~

Combined
(Specify)**

Tissue
Harmonic

Other
(Specify}

Ophthalmic

Imaging

Feial

Abdominal

Intra-operative

| {Specify)

Intra-operative
Neurological

Pediatric

Small Organ
(Specify) *

Neonatal
Cephalic

Adult Cephalic

Cardiac

[} Transesophageal

Transrectal

Transvaginal

Transurethral

1 Intravaseular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional

Musculo-skeletal
Superficial

Others @ @)

N= new indication; P— prewurus}y cleared by FDA; E= added under Appendxx E-

.Other Indications or Modes.

* Thyroid, Testicles, Breast

** BM

MEWWWMWWWMFA@FW

Concarrenes of CORH, Offics of Devios Bvaluation (ODE)

(DiVISIDI'l Sign-0ff)

Prescription Use

(Per 21 CFR 801.109)

Division of Reproductive, Abdominal and

- Radiological Devices
510(k} Number

KOBpa4




Prescription Use {Per 21 CFR 801.109) '
Ultrasound Device Indications Statement  Page 13 of _15 .

510(k) Number (if known) : _K061641 .
Device Name : Diagnostic Ultrasound System garano, VA20R-035

Fill out one form for each vitrasound system or transducer.
Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Operation

Clinical Application A VB | M| PWD | CFD | Color Power Color Combined Tissue
: Doppler {Amplitude) | Velocity | (Specify}** { Harmonic
Doppler Imaging Imaging

Other
(Specify}

Ophthalmic

Fetal PP | ] P P

Abdominal PP P P
Intra-operative S

{Specify)

Intra-operative
Newrological

Pediairic

Small Grgan
{Specify) *

Neonatal
Cephalic

Adult Cephalic

Cardiac ' PP . : P P

Transesophageal

Transrectal

Transvaginal -

Transurethral

Infravgscular.

Peripheral Vascular |

Lanarescopic

Musculo-skeletal
Conventional

Musculo-skelétal -
Superficial

Others-(Specify) -

N= new indication; P= previously cleared by FDA; E~ added under Appendix E

(Other Indications or Modas

L 1] BM

mmmwxﬁmmmmmrmwm

Cmmnmofmmﬁmaf_mm:ln(wn} — )
LY

Prescription Use _

 (Per 21 CFR 801,109)

(Division Sign-Off)
Division of Reproductive, Abdominal and
Radiological Davices

510(k) Number KO Ya024¢




Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement

510(k)} Number (if known) : _K061641 .
Device Name : Diagnostic Ultrasound Sygtem sarano, VASTR-0375U

Page_14 of _15. .

Fill out one form for each ultrasound system or transducer.

- Indications for use: Diagnostic ulirasound imaging or Doppler analysis of the human body as follows:

Mode of Operation

Clinical
| Application

A | B | M| PWD

CWD

Color
Doppler .

Power
{Amplitude)
Doppler

Color
Velocity
Imaging .

" Combined
{Bpecify}**

Tissue
Harmonic
Imaging

Olhel;
{Specify}

Ophthalmic

Fetal

P

Abdominal

i

P.

. Intra-operative

{Specify)

Intra-operative
Neurological

Pediatric

Small Organ
(Specify) *

Neonatal
Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrecial

Transvaginal

“Transirethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculp-skeletal
Conventional

- ¥ Musculo-skeletal
| Superficial

Others (Specify}

N=new indication; P= previously cleared by FDA; E= edded

Othier Indications or Modes:

under Appendix E

L] B/M

LEASE DO NOT WRITE PELOW THIS LINE-CONTINUE ON ANUTHER PAGE,IF WEEDED)

Concurrence of CORH, Offion of Devios Evaluation (CDE) ' \/

(Pex 21 CFR 801.109)

(Divisidn Sign-Off) '_
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Prescription Use (Per 21 CFR 801.109)

Ultrasound Device Indications Statement

510(k) Number (if known) :

Device Name : Diagnostic Ultrasound System sarano. YASTR-03735U

Fill out one form for each ultrasound system or transducer.
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Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Operation

Clinical
Application

PWD

CWD | Color Pawer
Doppler (Amplitude)
Doppler

Color
Velocity
Imaging

Combined

rsPecm L1

Harmonic
Imaging

{Specify)

Ophthailmic

Fetal

N

Abdominal

z[=
Z\|Z

N

{Specify)

Intra-operative

Intra-operative
Neurological

Pediatric

Bpecify) *

Small Organ

: Neonatal
Cephalic

Adult Cephalic

Cardiac

Transesophageal

Transrecial.

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventiona!

| Superficial

Museulo-skeletal

Others @ i)

N— new mchcatmn, P= previously cleared by FDA; E= added under Appendix E
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