Siemens Medical Solutions USA, Ine.
Ultrasound Division

KO¥ 0502

Ebisu Diagnostic Ultrasound System

510{k) Submission

AR - § 2004 510(K) SUMMARY

Ebisu Diagnostic Ultrasound system

This summary of safety and effectiveness is provided as part of this Premarket Notification in compliance

with the Safe Medical Device Act of 1990 revisions to 21 CFR, Part 807.92, Content and Format of a

510(k) Summary.

1.

Submitted By:

Siemens Medical Solutions USA, Inc., Ultrasound Division
22010 S.E. 51st Street

Issaquah, WA 98029

Contact Person:
Patrick J Lynch
Regulatory Affairs

Phone: (425) 557-1825
FAX: (425) 391-9198

Date Prepared:
January 28, 2004

Proprietary Name:
Ebisu Ultrasound System

Common/ Usual Name:
Diagnostic Ultrasound System with Accessories

Classification Name:

21 CFR 892.1550

Ultrasonic Pulsed Doppler Imaging System  FR # 892.1550
Ultrasonic Pulsed Echo Imaging System FR # 892.1560
Diagnostic Ultrasound Transducer FR # 892.1570

Predicate Device:

Product Code 90-1YN
Product Code 90-1YO
Product Code 90-1TX

K020353, 02/13/2002, cieared as Omnia X/XS, marketed as SONOLINE G50 & G60 S Diagnostic

Ultrasound Systems

K946179, 10/03/1995, cleared as Prima, and marketed as SONOLINE Adara Diagnostic

Ultrasound System

Device Description:

The Ebisu is a general purpose, mobile, software-controlled, diagnostic ultrasound system with
an on-screen display for thermal and mechanical indices related to potential bioeffect
mechanisms. Its function is to acquire primary or secondary harmonic ultrasound echo data and
display it in: B-Mode, M-Mode, a combination of modes, 3D imaging or Harmonic Imaging on a

CRT display.

The Ebisu, has been designed to meet the following product safety standards:

= UL 2601-1, Safety Requirements for Medical Equipment

" (CSA C22.2 No. 601-1, Safety Requirements for Medical Equipment
v AIUM/NEMA, 1998, Standard for Real Time Display of Thermal and Mechanical Acoustic

Qutput Indices on Diagnostic Ultrasound Equipment

*  AIUM/NEMA UD-2, 1998 Acoustic Qutput Measurement Standard for Diagnostic Ultrasound
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Siemens Medical Solutions USA, Inc. Ebisu Diagnostic Ultrasound System
Ultrasound Division 510(k) Submission

»  g3/42/EEC Medical Devices Directive

»  Safety and EMC Requirements for Medical Equipment
= EN 606011
= EN60601-1-1
= EN60601-1-2

s |EC 1157 Declaration of Acoustic Power

= |SO 10993 Biocompatibility

5. Intended Uses:
The Ebisu ultrasound imaging system is intended for the following applications: General
Radiology, Abdominal, Small Parts, Transcranial, OB/GYN, Cardiac, Pelvic, Neonatal/Adult
Cephalic, Urology, Vascular, Musculoskeletal, Superficial Musculoskeletal, and Peripheral
Vascular applications.

The system also provides for the measurement of anatomical structures and for analysis
packages that provide information that is used for clinical diagnosis purposes.

6. Technological Comparison to Predicate Device:
The Ebisu is substantially equivalent to the SONOLINE Adara, cleared via K946179, the
SONOLINE G50/GB0 S, cleared via K020353, and some features of the GE LOGIQ 500, cleared
via K991611. 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 systems allow for specialized measurements of structures and flow, and calculations.

End of 510(k) Summary
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Faod and Drug Administration
9200 Corporate Boulevard

MAR - 9 2004 Rockville MD 20850

Siemens Medical Solutions USA, Inc.
Ultrasound Group

% Mr. Mark Job

Responsible Third Party

Regulatory Technology Services LLC
1394 25" Street NW

BUFFALO MN 55313

Re: K040502 _
Trade Name: SONOLINE Ebisu Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulation Number: 21 CFR 892.1570
Regulation Name: Diagnostic ulirasonic transducer
Regulatory Class: Il
Product Code: 90 IYO ard ITX
Dated: February 24, 2004
Received: February 27, 2004

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 SONOLINE Ebisu Diagnostic Ultrasound System, as described in your premarket

notification:

Transducer Model Number

(5-2 Convex Array Transducer
L.10.5 Linear Array Transducer
EV9-4 Convex Arrav Transducer
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7.5L758 Linear Array Transducer
EC9-4 Convex Array Endocavity Transducer
C4-2 Convex Array Transducer
C8-5 Convex Array Transducer
BE9-4 Biplane Endocavity Transducer
C6F3 Convex Array Mechanically Driven, 3D Transducer
EV8F5 Mechanical Sector Endovagingl 3D Transducer
3.5C408 Convex Array Transducer
5.0C40S Convex Array Transducer

If your device is classified (see above) into either class Il (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 §98. 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 determination of substantial equivalence is granted on the condition that prior to shipping
the first device, you submit a postclearance special report. This report should contain complete
information, including acoustic output measurements based on production line devices, requested
in Appendix G, (enclosed) of the Center’s September 30, 1997 “Informaticn for Manufacturers
Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers.” If the special
report is incomplete or contains unacceptable values (e.g., acoustic output greater than approved
levels), then the 510(k) clearance may not apply to the production units which as a result may be
considered adulterated or misbranded.

The special report should reference the manufacturer’s 510(k) number. It should be clearly and
prominently marked “ADD-TO-FILE” and should be submitted in duplicate to:

Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850

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.
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 801, please
contact the Office of Compliance at (301) 594-4591. Additionally, for questions on the
promotion and advertising of vour device, please contact the Office of Compliance at (301) 594-
4639. Also, please note the regulation entitled, “Misbranding by reference to premarket
notification” (21 CFR Part 807.97). Other general information on your responsibilities under the
Act may be obtained from the Division of Small Manufacturers, International and Consumer
Agsistance at its toll-free number (800} 638-2041 or at (301) 443-6597 or at its Internet address
“http://www.fda.gov/cdrh/dsmamain.html”.

If you have any questions regarding the content of this letter, please contact Rodrigo C. Perez at
(301) 594-1212. _

Sincerely yours,

7M C Lo -
Nancy C. Brogdon

Director, Division of Reproductive,
Abdominal and Radiological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure(s)



Sismens Medical Solutions USA, Inc.

Uitrasound Division

SONOLINE G50/GBD § Dlagnostic Ultrasound Syetem

610(k) Submission

510(k) Numbaer (it known):

Device Name:
Intended Use:

Diagnostic Ultrasound Indications for Use Form

SONOLINE Ebisu Diagnostic Ultrasound Systems

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

Mode of Operalion

Clinical Application Coior | Ampiitude| . C° | combined Other

B { M |PWD|CWD Velocity . :
Doppler | Doppler Imaging {Specity) (Specity)

Ophthalmic

Fetal P P M Note 2,3

Abdominal P BM Note 2.3

intraoperative

(Nole 6} FLP BM Mote 3

Intraoparative

Naurolagical P P BM Note 3

Padiatric P [ BM Note 2,3

Smali Qrgan .

{Note 1) P P BM Npte 2,3

Neonatal Cephalic PP BM Note 3

Adult Caphalic PP 8M Note 2

Cardiac ¢ | P BEM Note 2

Transesophageal PP BM Note 2.3

Transrectal PP BM Note 2,3

Transvaginal Pl1P BM Nole 2,3

Transurethral

Intravascular

Peripharal vassel PP BM Nole 2,3

LAparoscopic PP BM Note 3

Musculo-skeletal

Conventional P P BM Note 2,3

Musculo-eksletal

Superticial PlF BM Nols 2.3

Other {specify)

N = naw indication; P = previously clearsd by FDA with K020353; E = added under Appendix &

Note 1 For sxample; breast, (ostes, thyroid, penls, prostate, eic.
Note 2 Ensemble tissue harmon: [maging

MNote 3 3D imaging

Note 4 BAW SieScape panoremic imaging
Nete 5 Powar SieScape panoramic imaging
Note & For example: abdominal, vascular
Note 7 Contrast agent imaging

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANCTHER PAGE IF NEEDED)

Navember 24, 2002

Concurrence of CDRH, Office of Device Evaluation (QDE)

Prescrplion Use (Per 21 CFR 801.109)

{Division Sign-Dff)

W/%,W,C. g@»y Ao

Division of Reproductive, Abdominal,

and Radiological Devices
510tk) Number

LOADS07.




Siemens Medical Solutions USA, Inc,

Ultrasound Divislon

SONQLINE G50/G6D 5 Dlagnoastic Ulirazound System

510{k) Submieslon

£10{k) Numbar (if known):

Device Name:

Intended Use:

Diagnostic Ultrasound Indications for U'se Form

C5-2 Convex Array Transducer for use with:
SONOLINE Ebisu Diagnostic Ultrasound Systems
Diagnostic imaging or fluid flow analysis of the human body as follows:

Clinical Apphication

Mode of Qperalion

M

Color
Valocity
Imaging

Amplinde

Color
PWD | CWD Doppler

Coppler

Combinad
(Specify)

Other
(Specify)

Ophthalmic

Fetal

Fl

B\

Note 2,3

Abdottiirial

M

Nole 2.3

Intracperative
Abdominal

Intraoperalive
Neuroloplcal

Pediatric

BM

Nate 2,3

Smali Crgan

MNeonatal Cephalic

Adult Cephalic

Cardiac

Trans-esophageal

Transrectal

Transvaginat

Transurethral

Intravascular

Peripharal vessel

Fl

BM

MNote 2.3

Laparoscapic

Musculp-skeletal
Caonvantional

Musculo-skeletal
Supedicial

Othar (Specify)

N = hew indication; P = previously ¢laared by FDA with K020353; E = added under Appendix E

Note 1
MNote 2
Note 3
Note 4
Note 5
Note 8
Note 7

For example: breast, teates, thyroid, penis, prostate, elc.
Engembie tizgue harmonic imaging

3D Imaging

BSW SieScape panoramic imaging

Powar SieScape pahoramic imaging

For example: abdominal, vascular

Contrast agent imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE tF NEEDED)
Concurrence of CORH, Office of Device Evaluation {ODE)

Novembar 24, 2003

Prescription Use (Per 21 CFR §01.108)

Y lonsarc 8

{Division Sign-Off)

Division of Reproductive, Abdominal,

and Radiological Devices

510{k} Number

KOH0507




Slomens Medical Solutions USA, ing¢, ' SONOLINE G50/060 S Diagnostic Utrszound Sgal_em
Ulrazgund Divialon 510(k) Submission

Diaginostic Uitrasound Indications for Use Form

510(k) Numbar (i known}:

Device Name: L10.5 Linear Array Transducer for use with:
SONOLINE Ebisu Diagnostic Ultrasound Systems
Intended Usa: Ultrasound imaging or fluid flow analysis of the human body as fallows:

Mode of Operation

Color
Velocity
Imaglng

Combined Other
(Speclly) {Specify}

Clinical Application Color | Amplituda
A B MIPWDICWD | oo ser | Doppler

Ophthalmic
Fetal
Abdominal P P BM Note 2.3
Intraoperative
Abdominal
Intraoperative
Naurolopical
Pediatric P P BM Note 2,3
Small Qrgan Pl P BM Nole 2,3
Neonatal Cephalic N | N BM Note 2.3

Adult Caphalic

Cardiac

Trans-esophageal
Transreciat

Transvaginal
Transursthral

Intravascular
Peripheral yassel PP BM Mote 2,3
Laparoscopic

Musculo-skelatal

Canventional PP BM Note 2.3

Musculo-gkeletal
Superticial
Other (specity)

N = hew indication; P = previously c'sarad by FOA with ¥020353; E = added under Appendix E

Notle 1  For example: breast, lastes, thyroid, penis, prostate, elc.
Note 2  Ensemble tissue harmanle imaging

Note 3 3D imaping

Note 4 BEW SieSvape panoramic imaging

Note 5 Power SleScaps panorami: imaging

Note 6 For example: abdominal, vascular

Nete 7 Contrast agent imaging

P P BM Note 2,3

{(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE |F NEEDED)
Concurrence of CDRAH, Office of Device Evaluation (ODE}

Prescription Use (Per 21 CFR 801.109)

5/}0«/@05/‘(3 /;Q'J,Mw

(Division Sign»bff}
Division of Reproductive, Abdominal,

an Racinwncal Devices - o~
November 24, 2003 5 Oik) Number K@/ﬁ ’)502, 4




Slemans Medical Solutions USA, in¢. SONOLINE GS0/G60 S Diagnostic Uirasound System
Ultrasound Divislon Sto{k) Submisalon

Diagnostic Ultrasound Indications for Use Form

510{k) Number (if known):

Device Name: EV8-4 Convex Array Transducer for use with:
SONOLINE Ebisu Diagnostic Ultrasound Systems
Intended Use: Diagnostic imaging or fluid flow analysis of the human bedy as follows:

Mode of Oparation

Clinical Application Color |Amptude |  C2'°"  |Gombined Othver

Al B | MIPWOCWD Doppter | Doppler m;‘;:; (Specity) (Specily)

QOphthalmic
Fatal P|F BM Notg 3
Abdominal
Intraoperative
Abdominal
Intraoperative
Neurological
Pediatric

Srall Organ
{Note 1)

Neonatal Cephalic
Adult Cephalic
Cardias

| Transescphageal
Transractal M Nola 3
Transvaginal P P BM Mate 3
Transurethral
intravascular
Periphoral vessel
Laparoscoplc
Musculo-skeletal
Conventignal
Musculo-skeietal
Suparficial

Other {specify)

N = new indication; P = previoualy cleared by FDA with KD20353; E = added under Appendix E

Note ¥ For exampla: breast, testes, thyroid, penis, prostate, afc.
Note 2 Ensemble tssue harmonic imeging

Nowe 3 3D imaging

Nolg 4 BAW SieScape panoramic imaging

Note & Power SieScape panoramc imaging

MNote & For example: abdominal, vascular

Note 7 Contrast agent imaging

-
a

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Cancurrance of CDRH, Ofiice of Device Evalustion (ODE)

Prescription Use (Par 21 CFRA 801.109)

y?’/‘vww/ﬂ ﬁm,gdm,‘

(Division Sigh-Ofﬂ

Bivision of Reproduttive Abdomi
_ , Abdomina!
and Radiological Devices '

November 24, 2003 510(k) Number /COﬁL 05 OZ °




Slemons Medica! Salutiona USA, Inc.

Ultrasound Division

SONOLINE GS(/GE0 8 Diagnostic Ultrasound Syatem

S10{k) Submission

510{k) Number (it known):

Device Name:

intended Use;

Diagnostic Uitrasound Indications for Use Form

7.5L55 Linear Array Transducer for use with:

SONOLINE Ebisu Diagnostic Ulirasound Systems
Diagnostic imaging or tluid flow analysie of the human body as follows:

Moda of Operatlon

Clinical Application

WD

CwD

Color

Doppler

Amplitude
Doppler

Color
Valocity

{maping

Combinad
{Spacity)

Olier
{Specity)

QOphthalmic

Felal

Abdominal

Note 3

intragperative
Abdominal

intraoperative
Neurologlcal

Pediatric

Note 3

Small Organ
{Nota 1}

Nate 3

Neonatal Cephallc

Aduit Cephali¢

Cardiac

| Transesophageal

Transreclal

Tranevaginal

Transurethral

Intravascular

Paripheraf vessol

Note 3

Laparoscoplc

Musculo-skeletat
Conventional

Note 3

Musculo-skeletal
Supsriicial

MNote 3

Other (spacify)

N = new indication; P = previously tlearad by FDA with K948179; E = added under Appandix E

Note 1
Note 2
Nota 3
Note 4
Note 5
Note 6
Note 7

For example: breast, testes, thyroid, penis, prostate, etc.
Ensemble tissue harmohic imaging
30 imaglng

BAW SieScape pansrami¢ Imaging
Power SleScape panoramic Imaging
For example: abdorninal, vascular
Conlrast agent Imaging

{PLEASE DO NOT WHITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Cancurrence of CDRH, Oflice of Dovice Evaluation (QDE)

November 24, 2003

Prescription Use {Psr 21 CFR 801,108}

- 70”"“\‘101/0 eﬂfvﬂzﬂﬁv

{Division Slgn -Off)

Division of Reprodiictive, Abdommal
and Radiological Devices

510ik} Number

ko4hs02

6




Siemens Medica! Solutions USA, inc. SONOLINE G50/G80 § Dlagnestic Ultrasound Systam
Ultrsscund Divisian §10(l) Submlssion

Diagjnostic Ultraseund Indications for Use Form

510(k) Number (if known):

Device Name: EC3-4 Convex Array Endocavily Transducer lor use wilh:
SONOLINE Ebisu Diagnostic Uitrasound Systermns
Intended Use: Diagnostic imaging or fluig flow analysis of the human body as follows:

Mode of Operation

: Color .
Al s | m|ewp|cwp| Color |Ampitude) Qoo [Combined Other

Doppler | Doppler (Specity} {Specify)

Clinical Application

Imaging

Ophthalmic
Fatal P P BM Nole 3

Abdominal

Intraoperative
Abdominal
Intragperative
Neurologica!
Pediatric

Small Organ
{Nots 1)

Neonatal Cephalic
Adult Cephalic
Cardiac
Transecophageal
Tranarecial P BV Note 3
Transvaginal PP BM Mote 3
Transurethral
Intravascular
Periphera) veseal

v

Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superticial
Other (spacify)
N = new indication; P = previously cloarad by FDA with K020353; E = added under Appendix €

Nola ¥ For example: braast, tastes, thyrold, penis, prostate, ele.
Note 2 Ensemble tissue harmonic imaging

Note 3 3D imaging

Nota 4 B&W SieScape pancramic imaging

Note 5 Power SieScape panoran ¢ Imaging

Note 6 For example: abdominal, vascular

MNate 7 Contrast ageni imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Deviea Evaluation (ODE)

Preseniption Us;a {Per 21 CFR 801.109)

ﬂﬂbwwr/@/gmﬁwﬁom
(Division Sigh-0f)) [~/
Division of Reproductive, Abdominal,

and Radiological Devices '
November 24, 2003 510(k) Number HJC\'/“[OSOZ)/ 7




Slomans Medical Solutiona USA,. Inc. SONOLINE G50/5G:80 S Magnastic Uitrasound System

Uhtzasound Division

510{k) Submisaion

510(k} Number {Il known):

Device Name:

Intanded Use:

e

Diagnostic Ultrasound Indications for Use Form

C4-2 Convex Array Transducer for use with:
SONOLINE Ebisu Diagnostic Ultrasound Systems
Diagnostic imaging or fluid flow analysis of the human body as follows:

Mode of Operalion

Clinical Application

GColar
Velocity
imagina

Comblined Other
(Specify) (Specify)

Color |Amplilude

8 { M |PWD|CWD Doppler | Doppler

Ophthalmic

Fetal

PP BM

Abdominal

P P BM Notg 2,3

Intracperative
Abdominal

intraoperative
Naurologica

Pediatric

Small Organ
{Nota 1}

Naonalal Cephallc

Adult Cephallc

P P BM Note 2.3 -

Cardiac

P P BM Note 2,3

Transesophageal

Transrecial

Transvaginat

Transurethral

Intravascular

Peripheral vessal

Laparoscopic

Muscule-skeletal
Convantional

Musculo-skalatal
Superticial

Other (specify)

N = new indication; P = previously cleared by FDA with K962142; E = added under Appendix £

Note 1 For example: breas!, tastas, thyroid, penis, prostate, ete.
Note2 Ensembia lissue harmonic imaging

Note 3 30 imaging

Note 4 BAW SieScape panoramic imaging
Note 5 Power SieScape panoramic imaging
Note 6  For example: abdominal, vascular
Note 7 Contrast agent imaging

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

November 24, 2003

Concurrence of CORM, Office of Device Evalualion (ODE}

Prescription Use {Par 21 CFR 801.109)

.ﬂ@m&f& g/urﬂéﬁéﬂ«/

{Division Sign-Off) uca
Division of Reproductive, Abdominal,

and Radiological Devices
510{k) Number KDHOB02. 8




Siamens Medical 3olutions USA, Inc,

SONQLINE GSO/GED $ Diagnostic Uitrasound System

510(k) Submisslon

Uitrazound Divislon

510(k} Nurnber (it known):

Davice Name:

Intended Use:

Diagnostic Ultrasound Indications for Use Form

Ca-5 Convex Amray Transducer for use with:

SONOLINE Ebisu Diagnostic Ultrasound Systems

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

Mode of Operatien

Clinical Application

Color

FwD Doppler

cwD

Amplitude
Doppler

Color
Velocity
imaging

Combinad
(Spacify)

Other
(Specify)

Ophithaimic

Fetal

Abdominal

BM

Note 3

Intraoperative
Abdominal

Intraoparative
Neurological

Pediatric

BM

Note 3

Small Qrgan
(Note 1)

BM

Note 3

Neonatal Cephalic

BM

Noin 3

Adult Caphalic

Cardiac

BM

Note 3

Transesophageal

Transrectal

Transvaglnat

Transurethral

Intravascuiar

Peripharal vessel

Lapareacopic

Musculo-skeletal
Conventional

B

Note 3

Museulo-skelstal
Superficial

BM

Nota 3

Other (apecily)

N = new indication; P = praviously cleared by FDA with K020353; E = added under Appendix E

Naote t
Nale 2
Note 3
Nole 4
Note 6
Note 8
Nate 7

For example: braast, testes, thyrold, penis, prostaie, ete.
Ensemble tissue harmonic imaging

3D imaging

BAW SieScape panaramic iraging

Power SleScapa panoramic imaging

For example: abdominal, vascular

Contras! agent lmaging

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE: IF NEEDED)
Cencurrsnce of CDRM, Office of Device Evaluation (ODE)

MNovermnber 24, 2003

Proscription Use {Per 21 CFA 801.109)

ﬂmmf 4 ngwé@/

(Division SigntOff)

Division of Reproductive, Abdom:nai
arn! Hadiological Devices

BI040k

} Nusimbes

KOHDB02.




$iamens Medical Solutions USA, Inc,

Ultrasound Division

SONOLINE GS0/GE0 5 Disgnostic Ultrasound Syatem

510{k) Submigsion

510(k) Number (if known):

Device Name:

Intended Use:

Diagnostic Ultrasound Indications tor Use Farm

BE9-4 Biplane Endocavity Transducer for use with:
SONCLINE Ebisu Dlagnostic Ultrasound Syetems
Diagnostic imaging or fluid flow analysis of the twman body as follows:

Mode of Operation

Clinical Apptication

Color
Vetocity

Imaging

Combinad Olher
(Specify) (Specify)

Color | Amplilude
Dappler | Doppler

Ophthalmic

Felal

N N BM Mola 3

Abdominal

Intracperative
Abdominal

Intraopearative
Neurologleal

Pediatric

Small Organ
{Nots 1)

Neonalal Cephallc

Adult Cephalic

Cardiac

Transesophageal

Transrectal

NN BM Note 3

‘Tranavaginal

N | N BM Nole 3

Transuréthral

Intravascular

Peripheral vessel

Laparoscopic

Musculo-skeletal
GConventional

Musculo-skeletal
Supericial

Other (specily)

N = new indication; P = previously claared by FDA with K¢40080; E = added under Appendix E

Note 1 For sxample: breast, testes, thyroid, penis, prostate, etc.
Ncte 2 Ensembie tigsue harmonlc imaging

Note 3 2D imaging

Note 4 B&W S{sScape panoramic imaging
Note 3 Power SieScape panorami: imaging
Nole 6 For example: abdominal, visscular
Note 7 Contras! ageni imaging

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

Novamber 24, 2003

Concurrance of CDRH, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Y owouC gwﬂ/f
{Division Sign-Off) )
Division of Reproductive, Abdominal,
and Radiological Devices

- HB10{k) Number kf()"‘!’ogo?/

10



Slomsns Medical Solutiona USA, Inc.

Uirsssund Division

SONOLINE GS0/GS0 S Diagnostic Ultrasound System

510{k) Submiesion

510(k) Number (f known):

Device Name:

Intendad Use:

Diagnoatic Ultrasound indications for Use Form

¢6F3 Convex Array Mechanically Driven, 3D Transducer [or use with:
SONOLINE Ebisu Diagnostic Uttrasound Systems
Diagnostic imaging or fluid flow analysis ol the human body as follows:

Mode of Operation

Clinical Application Color |Amplilude Color =, mbined Other
B | M | PWD|CWD Doppler | Doppler ?::;;?;\E {Spacity) (Specify}

Ophihalmic

Fatal PP BM Note 2,3

Abdominal pPiP BM Nots 2,3

intraoparativa

Abdominal

Iniracperative

Nourotogical

Peadiatric Pl F BM Nota 2,3

Smalt Oman

(Nots 1)

Nenonalal Cephalic Pl F BM Note 2,3

Adult Cephalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Transureihral

Intravascular

Peripheral vessel

Laparoscopic

Musculo-skalatal
Conventional

Musculo-skelatal
Superficial

Othar (apecily)

N = new Indication; P = previously cleared by FDA with K020353; E= added under Appendix E

Note 1 For example: breast, testes, thyroid, penls, prostato, alc.
Note 2 Ensemble tissue harmonle imaging

Nete 3 3D imaging

Note 4 B&W SleScape panoramic imaging
Note 5 Power SleScapo panoramic imaging
Note 6 For example; abdominal, vaacular
Note 7 Contrast agent Imaging

(PLEASE DO
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Slemans Medical Solutions UBA, Inc.

Uitrasound Diviglon

SONOLINE GSO/GSD S Diagnoatic Ultrasound System
510{k) Submisaion

Diagriostic Ultrasound Indicatlons for Use Farm

S10(k) Number {if known):

Davice Name:

intended Uss:

SONOLINE Ebisu Diagnostic Ultrasound Systems

EV8F5 Mechanical Sector Endovaginal 3D Transducer for use with:

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

Clinical Application Color

———
Mode of Operalion

Color
Velocity

Imaﬂﬂ

Combined
{Specity)

Amplitude

A| B | M]|PWD|CWD Doppler

Doppler

Other
(Specity)

QOphthalmle

Fetal

PlP BM

Nole 3

Abdominal

Intraoperative
Abdominal

Intraoperalive
Neurological

Padiatric

Small Organ
{Note 1)

Necnatal Cephalic

M

Note 3

Adult Caphalic

Cardiac

Transesophageal

Tranarectal

I

BM

MNote 3

Trantvaginal

BM

Note 3

Transurethral

Intravaseular

Peripheral vessal

Laparoscopic

Musculo-skeletal
Conventlonal

Musculo-skeletal
Superficial

Other (specily)

N = now indication; F = previously cleared by FDA with K020353; E = edded under Appendix E

Note 1
Nots 2
Note 3
Note 4
Note §
Note 8
Note 7

For example: breast, festes, thyrold, penis, prostate, etc.
Ensemble tissue hamonic imeging

30 imaging

B&w SieScape panoramic imaging

Powar SieScape panoramic maging

For sxample:; abdaminal, vaccular

Contrast agent imaging

November 24, 2003
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Siemans Medical Solutions UGA, Inc.

Vitrasound Division

BONOLINE Gi50/G60 S Diagnastic Ulirsacund Systam
510(k) Submission

Diagnostic Uitrascund Indications for Use Form

510(k) Number (if known):

Davice Name:

Intended Use:

3.5Ci0S Convex Array Transducer for use with:

SONOQLINE Ebisu Diagnostic Ultrasound Systems

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

Clinica! Application

Mode of Operation

Color
Velocity
lmagi-nq

Color |Amplitude

B | M [Pwo|ow | poo i Depier

Combinad
(Spacify)

Other
(Specity)

Ophthalmic

Fetal

BM

Note 2,3

Abdominal

o
|0}

M

Nate 2,3

Intracparative
Abdominal

Intraopserative
Naurological

Pedlatric

BM

Note 2,3

Small Organ
{Nota 1}

Neonatal Cephalic

Adult Caphalic

Cardiac

Transesophageal

Transrectal

Transvaginal

Trangurathral

intravascLdar

Peripheral veseal

BM

MNote 2,3

Laparoscaple

Musculo-skeletal
Conventional

Musculo-skaletal
Supedicial

Other (specity}

N = new indication: P = previously cleired by FDA with K946179; E = agded under Appendix E

Note 1
Note 2
Neota 3
Note 4
Note 5
Note 6
Note 7

For example: breast, lestes, thyroid, panis, prostate, efc,
Enszmble tIseus harmonic imaging

3D imaging

B&W SieScape panoramic imaging

Power SleScape panaramic imaging

For example: abdominal, vascular

Contrast agent imaging

Novernber 24, 2003 510{k) Nirmbey
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Sismens Medical Solutions USA, ine., SONOLINE G50VG6O § Diagnostic Ultrasound Syatem
Uliresound Division $10{k) Submiasion

Diagnostic Ultrasound Indications for Use Form

510(k) Number (i knawn:

Device Name: 5.0C408 Convex Array Transducer fof use with:
SONOLINE Ebisu Diegnostic Ultrasound Systems

Intended Use: Diagrostic imaging of fluid Hlow analysis of the human body as follows:

Moda of Operation

Ciinical Application Color | Amplituds| 3" |Combined Other

A | B 1M IPWDICWDT popnier | Doppler }gﬁxg (Specity) (Specity)

Ophthalmic
Fetal BM Note 2,3
Abdominal plP BM Nole 2,3
ImMracperative
Abdominal
Intraaperative
Naurplogical
Pediatric Pl P BM Nate 2,3
Small Organ
{MNote 1}
Neonatal Cephalic
Adull Cephalic
Eardiac
Transesophageal
Trangractal
Transvaginat
Transurethral
Intravascular
Paripheral vessel PP am Note 2,3
Laparascopic
Musculo-skaletal
Corventional
Musculo-skeletai
Superticial
Other (spocily)
N = naw indication; P = previausly cleared by FDA with K$46179; E = added under Appendix £

Notz 1 For sxample: breast, testes, thyroid, penis, prostate, alc.
Note 2 Ensemble tissua harmenic Imaging

Nole 3 3D imaging

Note 4 BAW SleScape panoramic imaging

Nots 5 Power SleScape panorami; imaging

Note 6  Far exampte: abdominal, vascular

Note 7 Contrast agent Imaging

0
°

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE.ON ANCTHER PAGE {F NEEDED)
Concutrance of CDRM, Office of Device Evaluation (QODE}

Prascription Use (Per 21 CFR B0 109
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