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510(k) Summary
The following 510(k) summary has been prepared pursuant to requirements specified in
21CFRY807.92(a).
807.92(a)(1
Submitter Information
Allison Scott
The Anson Group
11460 N Meridian St., Ste 150
Carmel, Indiana 46032
Phone: (317) 569-9500 x106
Facsimile: (317) 569-9520
Ascott@ansongroup.com
Contact Person: Allison Scott
Date: March 5, 2009
807.92(a)(2)
Trade Name: 7340 & 6150 Systems
Common Name: Ultrasound Imaging System
Classification Name(s): Ultrasonic pulse Doppler imaging system 892.1550
Ultrasonic pulsed echo imaging system 892.1560
Classification Number: SOIYN; 90[YO
807.92(a)(3)
Predicate Device(s) .
K051308, K052805,
K060827, and K08 1386 6150 Esaote, S.p.A. —
K081794 7340 Esaote, S.p.A.
K072786 S2000 Siemens
K061682 , Voluson E8 General Electric
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510(k) Summary
7340 & 6150 Systems
Esaote, S.p.A.

807.92 (a)(4)

Device Description

The 7340 and 6150 system designs remain the same as those previously cleared by FDA
via K081794, K051308, K052805, K060827, and K081386, respectively, except for those
features being added via this submission.

The 6150 is a mainframe ultrasound system, and the 7340 is a portable ultrasound
system, both are used to perform diagnostic general ultrasound studies. Their primary
modes of operation are: B-Mode, M-Mode, XView, Multi View (MView), Trapezoidal
View (TPView), Doppler, Color Flow Mapping, Amplitude Doppler (AD), Tissue
Velocity Mapping (TVM) and Tissue Enhancement Imaging (TEI). The systems are
equipped with a LCD Color Display and are capable of operating Linear, Convex, and
Phased array probes.

The 7340 and 6150 systems are manufactured under an ISO 9001:2000 and ISO 13485
certified quality system.

807.92(a)(5)
Intended Use(s)

Esaote’s Model 7340 is a compact ultrasound system used to perform diagnostic general
ultrasound studies including Cardiac, Transesophageal, Peripheral Vascular, Neonatal
Cephalic, Adult Cephalic, Small organ, Musculoskeletat (Conventional and Superficial),
Abdominal, Fetal, Transvaginal, Transrectal, Pediatric, Intraoperative {(Abdominal),
Laparoscopic and Other: Urologic. The 7340 system provides imaging for guidance of
biopsy and imaging to assist in the placement of needles in vascular or other anatomical
structures as well as peripheral nerve blocks in Musculoskeletal applications.

Esaote’s Model 6150 is a mainframe ultrasound system used to perform diagnostic
general ultrasound studies including Cardiac, Transesophageal, Peripheral Vascular,
Neonatal Cephalic, Adult Cephalic, Small organ, Musculoskeletal (Conventional and
Superficial), Abdominal, Fetal, Transvaginal, Transrectal, Pediatric, [ntraoperative
(Abdominal), Laparoscopic and Other: Urologic. The 6150 system provides imaging for
guidance of biopsy and imaging to assist in the placement of needles in vascular or other
anatomical structures as well as peripheral nerve blocks in Musculoskeletal applications.

Esaote 615077340 510(k) 313/2009 Page 4



510(k) Summary
7340 & 6150 Systems
Esaote, S.p.A,

807.92(a)(6)

Technological Characteristics

The 7340 model has been cleared via K081794; the 6150 has been cleared via
K051308, K052805, K060827 and K081386.

The Elastography (ElaXto) analysis is substantially equivalent to Siemens eSie
Elasticity Imaging module available with S2000 system cleared via K072786.

The 3D/4D modality in Transvaginal, Transrectal and Urology applications is
substantially equivalent to 3D/4D modality in the same applications available with
RIC5-9-D probe of General Electric Voluson E8 system cleared via K061682.

Clinical uses for which the 7340 and 6150 are designed, to be added with this
submission, are equivalent to those of the Siemens $2000 ultrasound system,
cleared via K072786 and by the General Electric Voluson E8 cleared via
K061682.

The 7340, 6150 and Siemens S2000 ultrasound systems are able to provide
Elastographic analysis on real-time images, by applying low compression and
retraction movements on the patient using the probe to evaluate the
modification of the echo signal.

The 7340, 6150 and General Electric Voluson E8 systems are able to provide
the 3D/4D modality in Transvaginal, Transrectal and Urology applications by
simultaneously controlling two independent scan planes for volumetric
acquisition.

7340, 6150, Siemens S2000 and General Electric Voluson E8 are designed to
meet the JEC60601-1 and [EC60601-2-37 safety requirements.

7340, 6150, Siemens S2000 and General Electric Voluson E8 provide an
Acoustic Output Display feature per AIUM / NEMA standards, with
equivalent [spta and M1 maximal values.

Esaote 6150/7340 510(k} 3/13/2009

Page 5



B

&

o FEALTH ¢

SERVICES,
S “,

i,
=
"eyygaa

DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
MAY 18 2009 Rockville MD 20850

Esaote, S.p.A.

% Mr. Mark Job

Responsible Third Party Official
Regutatory Technology Services LLC
1394 25" Street NW

BUFFALO MN 55313

Re: K091009
Trade/Device Name: 7340 Ultrasound Systems and 6150 Ultrasound Systems
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: I
Product Code: IYN, IYQO, and ITX
Dated: May 4, 2009
Received: May 5, 2009

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 7340 Ultrasound Systems and 6150 Ultrasound Systems, as described in your

premarket notification:

Transducer Model Number

Model 7340
PA230 PA122 LA424
PA240 PAQ23 LAA435

PAI2]1 LA332 LAS522




_Pagé"Z — Mr. Job .

LAS23 CAG621 - TEEQ22
.LAS532 CA631 TEE122
C5-2 2CW " IOE323
CA123 5C LP323
CA421 E8-5 BC431
. CAl421 - ‘ EC123 BE1123
CA430 - EC1123
CA431 TRT33
Model 6150
PA230 LA923 EC1123
PA240 - G52 TEE022
PA121 ' CA123 TEE132
PA122 CA421 _ IQE323
PA023 CAG621 LP323
LA332 - CA430 ' BC431
LAS22 ‘ CA431 . BLA433
LAS23 : CAG631 BE1123
LAS32 2CW TRT33
LA424 S5CW
LA435 EC123

l

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

- If you have any questions regarding the content of this letter, please contact Lauren Hefner at
~ (240) 276-36066. ' '

Sincerely yours,

& Janine M. Morris ' ,
Acting Director, Division of Reproductive,

A Abdominal, and Radiological Devices
Office of Device Evaluation
Center for.Devices and Radiological Health

Enclosure(s)



Indications for Use Statement

Models 7340 and 6150

Indications for Use

510(k) Number (if known): KO g /007

Device Name: 7340 Ultrasound Systems
6150 Ultrasound Systems

Esaote’s Model 7340 is a compact ultrasound system used to perform diagnostic
general ultrasound studies including Cardiac, Transesophageal, Peripheral Vascular,
Neonatal Cephalic, Adult Cephalic, Small organ, Musculoskeletal (Conventional and
Superficial), Abdominal, Fetal, Transvaginal, Transrectal, Pediatric, Intraoperative
(Abdominal), Laparoscopic and Other: Urologic. The 7340 system provides imaging for
guidance of biopsy and imaging to assist in the placement of needles in vascular or
other anatomical structures as well as peripheral nerve blocks in Musculoskeletal
applications.

Esaote’s Model 6150 is a mainframe ultrasound system used to perform . diagnostic
general ultrasound studies including Cardiac, Transesophageal, Peripheral Vascular,
Neonatal Cephalic, Adult Cephalic, Small organ, Musculoskeletal (Conventional and
Superficial), Abdominal, Fetal, Transvaginal, Transrectal, Pediatric, Intraoperative
(Abdominal), Laparoscopic and Other: Urologic. The 6150 system provides imaging for
guidance of biopsy and imaging to assist in the placement of needles in vascular or
other anatomical structures as well as peripheral nerve blocks in Musculoskeletal
applications.

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

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

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

Concurrence of CDRH/ Office vice Evaluation (ODE)

(Division'Sign-0ff)
Division of Reproductivg, Abdominal and
Radiological Devices , ™' 11

510(k) Number A > U009




Mod.7340
Intended use:

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

Mode of Operations

Clinical Application B|M|PWD|CWD| Color | Amplitude | Combined | TVM Tissue CnTl | Other (specify)
Doppler | Doppler [3] Enhacement
Imaging (TEl)
Ophthalmic
Fetal P|P| P P P P P P:5,6,7,809,10
Abdominal PfP| P 3 P P P P E |P:4,56,7,8,913
Intraoperative {Abdominal) P|P| P P P P p P:4,56,8,913
Intraoperative Neurological
Pediatric PlP| P P P P | 4 P P:4,5,6,8913
Smail Organ {1] PiP| P P P P E P:4,5,6,8,9,13;
N: 14
Neonatal Cephalic B|P| P P P P P P P:5,6,8,9
Adult Cephalic PyP| P P P P P P P:6,8,9
Cardiac [2] P[F| P | P P P P P P E | P:4,67,809 11,
12
Transesophageal {Cardiac) PlP| P p P P P P P P:4,6,9, 11,12
Transesophageal (Non Cardiac)
Transrectal P|P} P ‘P P P P P:4,5,6,8,9,13;
N- 14
Transvaginal P{P| P P P P P P:5,6,8,9
Transurethral
[ntravascular
Peripheral Vascular PIP| P P P P P P E P:4,56,7,8,9,
10, 12, 13
Laparoscopic PIP| P P P P P P:4,56,8,9,13
Musculo-skeletal Cenventional P[P| P P P P P P:4,56,8,9,13;
(including Nerve Blocking) N: 14
Musculo-skeletal Superficial P|P} P P P P P P: 4,5,6,8,9,13;
(including Nerve Blocking) N: 14
Other {Urological) P}P] P P P P P P:4,5,6,8,9,13
n n - E——— - -
N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E
{Previously cleared: k081794 )
f1l Small Organs includes Breast, Thyroid and Testicles
2l Cardiac is Adult and Pediatric
3] Combined modes are: B+ M + PW + CW + CFM + PD
4l i CMM
(5] MView
(6] 3D
(7] 4D
(8l VPan (Division Sign-Off)
9 XVi R . .
t 11)1 Qm‘;" Division of Reproductive, Abdominal and
1] Stress Radiologicat Devices
{12] Strain 510(k) Number H o) OOq
13 TP View
{14] ElaXto

For Prescription Use Only




7340 - PA230
Intended use:

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

Mode of Operations

Clinical Application BiM| PWD [CWD| Color | Amplitude | Combined | TVM Tissue CnTl |Other (specify)
Doppler| Doppler [3] Enhacement
Imaging {TEI)
Ophthalmic
Fetal
Abdominal PP P P P P P P E P:6,8,9
Intraoperative (Abdorninal)
Intracperative Neurological
Pediatric
Small Organ {1]
Neonatal Cephalic
Adult Cephalic Py P p P p P P P P:6,8,9
Cardiac (2] P|P P p P P P P P E P:4,6,8911,

12

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal Conventional
(including Nerve Blocking)

Musculo-skeletal Superficial
Jincluding Nerve Blocking)

IOther {Urological)

N: New Indication, Fﬁ’reviously cleared by FDA,'E: Added under Appendix1E

{Previously cleared: k081794 )

(1
{21
i3]
(4l
6]
(8l
19
(1]
{12]

Small Organs includes Breast, Thyroid and Testicles
Cardiac is Adult and Pediatric

Combined modes are: B+ M + PW + CW + CFM +
CMM

3D

VPan

AView

Strese (Divisidn Sign-Off)
Strain Division of Reproductive, Abdominal and
Radiotogical Devices

510(k) Number __JA QT 0O

For Prescription Use Only




7340 - PA240
Intended use:

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

Mode of Operations

Clinical Application B|M| PW ] CW| Color | Amplitude | Combined | TVM Tissue CnTl |Other {specify)
D D | Doppler | Doppler 3] Enhacement
Imaging (TEI)
fCphthatmic
Fetal
Abdominal E|E| E E E E E E P:8,9
Intraoperative (Abdominal)
Intraoperative Neurological
Pediatric
Small Organ [1]
Neonatal Cephalic
Adult Cephalic E|E| E E E E E E P:8.9
Cardiac [2] E|E| E E E E E E E P:4,8,9,11,12

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal Conventional
(including Nerve Blocking)

Musculo-skeletal Superficial
Jiincluding Nerve Blocking)

Other {Urological)

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E

(1}
(2]
f3]
(41
(8]
9]
(11]
(12)

Small Organs includes Breast, Thyroid and Testicles
Cardiac is Adult and Pediatric

Combined modes are; B+ M + PW + CW + CFM + PD
CMM

VPan

HView

Stress

Strain

(Division Sign-Off)

Division of Reproductive, Abdominal and
Radiological Devices

510(k) Number __ A CG 1 o0

For Prescription Use Only




7340 - PA121
Intended use: Diagnostic ultrasound imaging or fliud flow analysis of human body as follows:

Mode of Operations

IClinical Application B |M| PWD |CWD| Color | Amplitude | Combined j TVM Tissue CnTI jOther {specify}
Doppler| Doppler 3] Enhacement
Imaging (TEI)
JOphthalmic
Fetal
Abdominal E|E E E E E E E P:8,9

Intragperative (Abdominal}

Intraoperative Neurological

Pediatric

Small Organ [1]

Neconatal Cephalic

Adult Cephalic

Cardiac [2] E|E| E | E E E E E P:4,8,09, 11, 12

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

[ntravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal Conventional
(including Nerve Blocking_)ﬁ

Musculo-skeletal Superficial
{including Nerve Blocking_)

Other (Urclogical)

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E

[1] Small Organs includes Breast, Thyroid and Testicles
[2] Cardiac is Adult and Pediatric

(3] Combined modes are: B + M + PW + CW + CFM + PD
[4] CMM

(8] VPan

[9] XView

[11] Stress

[12) Strain

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

510(k) Number NOGL oY

For'Prescription Use Only



7340 - PA122
intended use:

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

Meode of Operations

Clinical Application

PWD

CWD | Color |Amplitude | Combined | TVM

Tissue

Doppler| Doppler [3] Enhacement
Imaging (TEI)

CnTl

Other (specify)

Ophthalmic

Fetal

Abdominal

Intraoperative {Abdeminal)

Intracperative Neurological

Pediatric

P:6,8,9

Small Organ {1]

Neonatal Cephalic

P:6,8.9

Adult Cephalic

Cardiac 2}

P:4,6,89 11,
i2

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

[ntravascular

Peripheral Vascular

P:6,8,9,12

l.aparoscopic

Musculo-skeletal Conventional
(including Nerve Blocking)

Musculo-skeletal Superficial
{including Nerve Blocking)

Other (Urclogical)

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E
(Previously cleared: kD81794 )
Small Organs includes Breast, Thyroid and Testicles
Cardiac is Adult and Pediatric

Combined modes are: B + M + +CW + G¥M + PD

1]
(2]
(3
(4l
61
8
19
[11]
[12]

CMM
3D
VPan
XView
Stress
Strain

‘ J 0 ean—
(Division Sign-0ff)
Division of Reproductive, Abdominal and
Radiological Device

510(k) Number ?V\Oq etk

For Prescription Use Only




7340 - PA0O23
Intended use:

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

Mode of Operations

rClinical Application

B|M|PWDICWD] Color | Amplitude
Doppler| Doppler

Combined

(3]

TVM

Tissue
Enhacement
Imaging (TE])

CnTI

Other (specify}

Ophthalmic

Fetal

Abdominal

Intraoperative (Abdominal)

Intracperative Neurclogical

Pediatric

P:8§,9

Small Organ [1]

Neonatal Cephalic

P:8,9

Adult Cephalic

Cardiac [2]

P: 4,89, 11,12

Transesophageat (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

[ntravascular

Peripheral Vascular

P:8,9

Laparoscopic

Musculo-skeletal Conventional
(including Nerve Blocking)

Musculo-skeletal Superficial
(including Nerve Blocking)

Other (Urological)

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E

(1]
{2]
(31
(4
(8
9]
[11]
(12]

Small Organs includes Breast, Thyroid and Testicles

Cardiac is Adult and Pediatric

Combined modes are: B+ M + PW + CW + CFM + PD

CMM
VPan
XView
Stress
Strain

(Division Sign-0ff)

Division of Reproductive, Abdominal and

Radiological Device

510(k) Number V\@q 1009

For Prescription Use Only




7340 - LA332
Intended use:

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

Mode of Cperations

Clinical Application

PWD

CWD | Color

Doppler

Amplitude
Doppler

Combined

(3t

TVM

Tissue
Enhacement
Imaging (TE])

CnTl

Other (specify)

Ophthalmic

Fetal

Abdominal

Intraoperative (Abdominal)

Intraoperative Neurclogical

Pediatric

P:4,5,6,8,9,13

Small Organ [1]

P:4,56,8,913;
N:i4

Neonatal Cephalic

Adult Cephalic

Cardiac [2]

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

Jintravascular

Peripheral Vascular

P:4,5,6,8,9, 10,
12, 13

Laparoscopic

Musculo-skeletal Conventional
M(including Nerve Blocking)

P:4,5,6,8,9,13;
N: 14

Musculo-skeletal Superficial |
Jiincluding Nerve Blocking)

P:4,5,6,8,9,13;
N: 14

IOther {Urological)

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E
(Previously cleared: k081794 }
Small Organs includes Breast, Thyroid and Testicles
Cardiac is Adult and Pediatric
Combined modes are: B+ M +

(1]
(2]
3]
14]
(5]
6l
8l
&)
[10]
(12]
[13]
[14]

CMM
MView
3D
VPan
XView
QIMT
Strain
TP View
ElaXto

A

PW+CF?):PD
A

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

Radiological Devices
510(k) Number

WO 009

For Prescription Use Only




7340 - LA424
Intended use:

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

Mode of Cperations

Clinical Application

PWD | CWD | Color

Doppler

Amplitude
Doppler

Combined
3]

TVM

Tissue
Enhacement
Imaging (TEI])

CnTIl

Other (specify}

Ophthalmic

Fetal

Abdominal

Intraoperative (Abdominal)

Intraoperative Neurological

Pediatric

P:4,5,6,8,9,13

Small Organ [1]

P:4,5,6,8,9,13

Neonatal Cephalic

Adult Cephalic

Cardiac [2]

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

P:4,5,6,8,9,
12,13

Laparoscopic

Musculo-skeletal Conventional
(including Nerve Blocking)

P:4,5,6,8,9,13

Musculo-skeletal Superficial
(including Nerve Blocking)

P:4,5,6,8,8,13]

Other (Urological)

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E

f1]
{2
3]
[
(5]
6]
8]
(9
(12]
{13]

Small Organs includes Breast, Thyroid and Testicles

Cardiac is Adult and Pediatric

Combined modes are: B+ M + PW + CFM + PD

CMM
MView
3D
VPan
XView
Strain
TP View

(Division Sign-Off) |
Division of Reproductive, Abdominal and

Radiolagica! Device

510(k) Number

?Aocimoﬂ

For Prescription Use Only



7340 - LA435
Intended use:

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

i
Mode of Operations

For Prescription Use Only

{Clinical Application 8| M|PWwD|CWD| Color { Amplitude | Combined | TVM Tissue CnTI |Other (specify)]
Doppler| Doppler [3] Enhacement
Imaging (TE]}
Ophthalmic
Fetal
Abdominal
intraoperative (Abdominal)
Intraoperative Neurological
Pediatric E| E E E E E P:4,5,6,8,9,13
Smalt Organ {1] E|E| E E E E P:4,5,6,8,09,
Neonatal Cephalic LN
Adult Cephalic
Cardiac [2]
Transesophageal (Cardiac)
Transesophageal (Non Cardiac)
Transrectal
Transvaginal
Transurethral
intravascular
Peripheral Vascular E| E E E E E P:4,5,6,8,9,
Laparoscopic 2.1
Musculo-skeletal Conventional | E | E E E E E P:4,5,6,8,9,
Jiincluding Nerve Blocking) 13;N: i4
Musculo-skeletal Superficial E| E E E E E P:4,56,8,9,
{including Nerve Blocking] 13;N: 14
Other (Urological) T
N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E
{1} Small Organs includes Breast, Thyroid and Testicles
(2] Cardiac is Adult and Pediatric
[3] Combined modes are; B + M + PW + CFM + PD
(4] CMM
[5] MView
(6] 3D
(8] VPan
[9] XView
[12] Strain
f13] TP View
(14 ElaXto A i
ot Fal
(Divisioh Sign-0ff) .
Division of Reproductive, Abdominal and
Radiological Devicesh a1~
510(k) Number OALCO



7340 - LA522
Intended use:

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

Mode of 5perations

Clinical Application

PWD |CWD Combined | TVM

(3]

Color
Doppler

Amplitude
Doppler

Tissue

Enhacement
Imaging {TEI)

CnTi

Other {specify}

Ophthalmic

Fetal

Abdominal

Intraoperative (Abdeminal)

Intraoperative Neurological

Pediatric

P:4,56,8,9 13

Small Organ [1]

P:4,5,6,89,
13N 14

Neonatal Cephalic

Adult Cephalic

fCardiac [2]

Transesophageal (Cardiac)

Transesophageal {(Non Cardiac)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

P:4,5,6,8,9,
10,12,13

Laparoscopic

Musculo-skeletal Conventional
llincluding Nerve Blocking)

Musculo-skeletal Superficial
flincluding Nerve Blocking)

IOther {Urological)

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E

[1]
[2]
[3]
[4]
i3]
[6]
[8]
[9]
[10]
[12]
[13]
[14]

Small Organs includes Breast, Thyroid and Testicles
Cardiac is Adult and Pediatric

Combined modes are: B+ M + PW + CFM + PD
CMM
MView
3D
VPan
AView
QIMT
Strain
TP View

ElaXto

(Division Sign-Off) _
Division of Reproductive, Abdominal and

Radiological De\nces] /\O U0 T

510(k) Number

For Prescription Use Only




7340 - LA523
Intended use:

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

Mode of Operations

Clinical Application

PWD |CWD TVM Tissue CnTI

Enhacement
Imaging (TEI)

Combined
(3}

Color
Doppler

Amplitude
Doppler

Other (specify)

Ophthalmic

Fetal

iAbdominal

Intraoperative (Abdominal)

Intraoperative Neurological

Pediatric

P:4,56,8,913

Small Organ [1})

P:4,5,6,8,9,13;
N: 14

Neonatal Cephalic

Adult Cephalic

Cardiac [2]

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

P:4,5,6,8,9, 10,
12, 13

Laparoscopic

Musculo-skeletal Conventional
(including Nerve Blocking)

P:4,5,6,8,9,13;
N: 14

Musculo-skeletal Superficial
(including Nerve Blocking)

P:4,5,6,8,9,13;
N: 14

QOther (Urological)

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E
{Previously cleared: k081794 )

(1
(2]
(3]
(4]
(5}
(6]
18
19]
[10}
[13]
(14]

Small Organs includes Breast, Thyroid and Testicles
Cardiac is Adult and Pediatric
Combined modes are: B + M H{ PW + CFM

CMM

MView \

3D (Divisiori Sign-Off)

f;?:w Division of Reproductive, Abdominal and
Radiological Devices

QIMT

eview  510(K) Number Yok fele}|

ElaXto

t

Far Prescription Use Only




7340 - LA532
Intended use:

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

Mode of Operations

Clinical Application

CWD{ Color

Doppler

Amplitude
Deppler

Combined

(3l

TVM

Tissue
Enhacement
Imaging (TEI)

CnTI

Other (specify)

Ophthalmic

Fetal

Abdominal

Intraoperative (Abdominal)

Intraoperative Neurological

Pediatric

P:4,56,8,9,13

Small Organ [1]

P:4,56,8,9,13

Neonatal Cephalic

Adult Cephalic

Cardiac [2]

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

P:4,5,6,8,9,
12,13

Laparoscopic

Muscule-skeletal Conventicnal
(including Nerve Blocking)

Musculo-skeletal Superficial
(including Nerve Blocking)

Other {Urological)

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E

(1
(2
(3]
[4]
(5]
16
(8
1%l
2]
[13]

Small Organs includes Breast, Thyroid and Testicles

Cardiac is Adult and Pediatric

Combined modes are: B+ M + PW + CFM + PD

CMM
MView
3D
VPan
XView
Strain
TP View

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

Radiological Device
510(k) Number

091009

For Prescription Use Only




7340 - C5-2

Intended use: Diagnostic ultrasound imaging or fliud flow analysis of human body as follows:

Mode of Operations

Clinical Application B|M|PWD|CWD| Color | Amplitude { Combined | TVM Tissue

Doppler| Doppler [3] Enhacement
Imaging (TEI)

CnTl

Other (specify)

Ophthalmic

Fetal P| P P P P P P

P:5,6,8,9,10

Abdominal P| P P P P P P

P:5,6,8,9

Intraoperative {Abdominal)

Intracperative Neurological

Pediatric PP P P P P P

P:56,8,9

Small Organ [1]

Neonatal Cephalic P| P P P P P : P

P:5,6,8,9

Adult Cephalic

Cardiac {2]

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular PP P P P P P

P:5,6,8,9, 12

Laparoscopic

Musculo-skeletal Conventionat
(including Nerve Blocking)

Musculo-skeletal Superficial
(including Nerve Blocking)

Other (Urological)

N: New Indication, F:-Isreviously cleared by EE Added under Appendix E
{Previously cleared: k081794 )

(i Small Organs includes Breast, Thyroid and Testicles

i2] Cardiac is Adult and Pediatric

I3] Combined modes are: B + M + PW + CFM + PD

5] Mview

(6] 3D

(8] VPan

ﬁ]m g‘;’M: (Division Sign-0ff)

(12] Strain Division of Reproductive, Abdominal and

Radiological Devices

510(k) Number AOU00T

For Prescription Use Only




7340 - CA123
Intended use:

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

Mode of Operations

Clinical Application

PWD

CWD

Color
Doppler

Amplitude
Doppler

Combined
(3]

TVM

Tissue
Enhacement
Imaging (TEl)

CnT!

Other (specify)

1Ophthalmic

Fetal

[Abdominal

Intraoperative (Abdominal)

Intraoperative Neurological

Pediatric

P:5,6,89

Small Organ [1]

P:4,56,8,9

Neonatal Cephalic

P:5,6,8,9

Adult Cephalic

jCardiac [2]

P: 4,568,911,

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

P:5,6,8,9,12

Laparoscopic

Musculo-skeletal Conventional
(including Nerve Blocking)

P:4,5,6,8,9

Musculo-skeletal Superficial
(including Nerve Blocking)

P:4,5,6,8,9

Other (Urclogical)

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E

(Previously cleared: k081794 }

(1l
(21
31
[
(8]
(6]
(8
1
[11]
{12]

Small Organs includes Breast, Thyroid and Testicles
Cardiac is Adult and Pediatric
Combined modes are: B+ M + PW + CFM + PD

CMM
MView
3D
VPan
XView
Stress
Strain

(Division Sigh-Off) |
Division of Reproductive, Abdominal and

Radiological Devices

510(k) Number

JACGLao]

For Prescription Use Only




7340 - CA421
Intended use:

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

Mode of Operations

Clinical Application

PWD|CWD VM Tissue

Enhacement
Imaging {TEI)

Color
Doppler

Amplitude § Combined
Doppler 3]

CnTI

Other (specify)

Ophthalmic

Fetal

P:5,6,8,9

Abdominal

P:56,8,9

[ntraoperative {Abdominal)

[ntraoperative Neurological

Pediatric

P:5,6,8,9

Small Organ [1]

Neonatal Cephalic

Adult Cephalic

Cardiac [2]

Transesophageal (Cardiac)

Transesophageat (Non Cardiac)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

P:5,6,89

Laparoscopic

Musculo-skeletal Conventional
(including Nerve Blocking)

Musculo-skeletal Superficial
llincluding Nerve Blocking)

IOthcr (Urological)

E{E] E E E E E

P:5,6,8,9

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E

f1]
{21
131
151
6}
18
15

Small Organs includes Breast, Thyroid and Testicles
Cardiac is Adult and Pediatric

Combined modes are: B + M + PW +CFM + PD
MView

3D

VPan

XView

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

Radiological Devices
510(k) Number AGA669

For Prescription Use Only




7340 - CA1421
Intended use:

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

Mode of Operations

Clinical Application

PWD {CWD| Color

Doppler

Amplitude
Doppler

Combined
13l

TVM

Tissue
Enhacement
Imaging (TEI)

CnTl

Other [specify)

Ophthalmic

Fetal

P:6,8,9

Abdominal

P:6,8,9

Intraoperative (Abdominal)

Intraoperative Neurological

Pediatric

P:6,8,9

Small Organ [1]

Neonatal Cephalic

Adult Cephalic

Cardiac [2]

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

'Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

P:6,8,9

Laparascopic

Musculo-skeletal Conventional
(including Nerve Blocking)

Musculo-skeletal Superficial
(including Nerve Blocking)

Other (Urological)
L

E{E| E E

E

E

P:6,8,9

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E

(1
(2
3]
(6]
8
19

Small Organs includes Breast, Thyroid and Testicles

Cardiac is Adult and Pediatric

Combined modes are: B + M + PW + CFM + PD

3D
VPan
XView

(Division Sign-Off)

Division of Reproductive, Abdominal and

Radiological Devices

510(k) Number

Nekilelels

For Prescription Use Only




7340 - CA430
Intended use:

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

Mode of Operations

IClinical Application

PWD

CWD

Combined

K]

Color
Doppler

Amplitude
Doppler

VM

Tissue
Enhacement
Imaging (TEI)

CnTI

Other (specify)

Ophthalmic

Fetal

P:6,8,9

Abdominal

P:6,8,9

Intraoperative (Abdominal)

Intraoperative Neurological

Pediatric

Small Organ [1]

Neonatal Cephalic

Adult Cephalic

Cardiac [2]

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

P:6,8,9

Laparoscopic

Muasculo-skeletal Conventional
I(including Nerve Blocking)

Musculo-skeletal Superficial
{including Nerve Blockini

lOthcr {Urological}

E|E

E

E E E

P:6,8,9

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E

{1]
i2]
(3]
(6l
8]
(91

Small Organs includes Breast, Thyroid and Testicles
Cardiac is Adult and Pediatric
Combined modes are: B + M + PW + CFM + PD

3D
VPan
XView

(Division Sign-0ff)

Division of Reproductive, Abdominal and

Radiological Device
510(k) Number

el 0094

For Prescription Use Only




7340 - CA431
Intended use:

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

Mode of Operations

jClinical Application

PWD [CWD| Color

Doppler

Amplitude
Doppler

Combined

13]

TVM

Tissue
Enhacement
Imaging (TEI)

CnTl

Other (specify)

Ophthatmic

Fetal

P:6.8,9

Abdominal

P:6,8,9

Intraoperative {Abdominal)

Intraoperative Neurological

Pediatric

P:5,8,9

Small Organ [1]

Neonatal Cephalic

Adult Cephalic

Cardiac [2]

'Transesophageal {Cardiac}

Transesophageal {Non Cardiac)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

P:6,8,9

Laparoscopic

Musculo-skeletal Conventional
_ Jlincluding Nerve Blocking}

P:6,8,9

Musculo-skeletal Superficial
flincluding Nerve Block.ing

E|E| E E

E

E

P:6,8,9

Jother (Urological)

E|E E E

E

E

P:6,8,9

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E

11
i2]
131
161
18
)

Small Organs includes Breast, Thyroid and Testicles

Cardiac is Adult and Pediatric

Combined modes are: B + M + PW + CFM + PD

3D
VPan
XView

...

A,

e

(Division Sign-Off)

Division of Reproductive, Abdominat and

Radiological Devices
510(k) Number

A Oo009

For Prescription Use Only




7340 - CA621
Intended use:

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

Mode of Operations

Clinical Application

Color
Doppler

PWD | CWD

Amplitude
Doppler

Combined
{3

TVM

Tissue
Enhacement
Imaging {TEI)

CnTl

Other (specify)

Ophthalmic

Fetal

P:6,8,9

Abdeminal

P:6,8,9

Intracperative (Abdominal)

Intraoperative Neurological

Pediatric

P:6,8,9

Small Organ [1]

Neonatal Cephalic

Adult Cephalic

Cardiac [2]

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

P:6,8,9

Laparoscopic

Musculo-skeletal Conventional
(including Nerve Blocking)

Musculo-skeletal Superficial
(including Nerve Blacking)

Other (Urological)

E|E] E E

E

E

P:6,8,9

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E

(1]
(2]
(3]
(6l
(8]
(¢

Small Organs includes Breast, Thyroid and Testicles

Cardiac is Adult and Pediatric

Combined modes are: B+ M + PW + CFM + PD

3D
VPan
XView

(DivisiortSign-Off)
Division of Reproductive, Abdominal and

AQ3L00Y9

Radiological Devices
510(k} Number

v

For Prescription Use Only




7340 - CA631
Intended use: Diagnostic ultrasound imaging or fliud flow analysis of human body as follows:

Mode of Operations

Clinical Application B|M|PWD|CWD| Color | Amplitude | Combined | TVM Tissue CnTl | Other (specify)
Doppler| Doppler 3} Enhacement
Imaging (TEI)
Ophthalmic
Fetal P|P P P P P P P:5,6,8,9,10
Abdominal Pl P P P P P P P:5,6,8,9

Intraoperative {(Abdominal)

Intragperative Neurological

Pediatric Pl P p P P P P P:5,6,8,9

Small Organ [1]

Neonatal Cephalic

Adult Cephalic

Cardiac [2}

Transesophageal (Cardiac]

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral !

[ntravascular

Peripheral Vascular P|P P P P P P P:56,8,912

Laparoscopic

Musculo-skeletal Conventional | P{ P P P P P P P:4,56,8,9
llincluding Nerve Blocking]

Musculo-skeletal Superficial Pl P P P P P P P:4,5,6,8,9
{including Nerve Blocking)

Other (Urological) P|P P P P P P P:5,6,8,9

N: New Indication, P; Previously cleared by ﬁ.l-f Added under Appendix E
{Previously cleared: k081794 )

M Small Organs includes Breast, Thyroid and Testicles
2] Cardiac is Adult and Pediatric
[3] Combined modes are: B + M + PW + CFM + PD
[4] CMM
(5] MView
(6] 3D
8] VPan
: . u w 7
19l XView (Division Skyn-0ff)
(10] QIMT .

Division of Reproductive, Abdominal and
Radiological Devices

510(k) Number A 03009

[12] Strain

For Prescription Use Only



7340 -2 CW
Intended use:

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

Mode of Operations

Clinical Anplication B |M]PWD|CWD| Color | Amplitude | Combined | TVM Tissue CnTl | Other (specify)
Doppler{ Doppler [3] Enhacement
Imaging (TEI}
Ophthatmic
Fetal
Abdominal

Intraoperative (Abdominal)

lintraoperative Neurological

Pediatric

Small Organ {1}

Neonatal Cephalic

Adult Cephalic

Cardiac [2]

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal Conventional
{including Nerve Blocking)

Musculo-skeletal Superficial
i(including Nerve Blocking)

IOther (Urological)

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E
{Previously cleared: k081794 )

{1
(2]
13l

Small Organs inctudes Breast, Thyroid and Testicles
Cardiac is Adult and Pediatric ’
Combined modes are:

(Division Sin-Off)
Division of Reproductive, Abdominal and
Radiological Device

510(K) Number ULoqieog

For Prescription Use Only




7340 -5 CW

Intended use: Diagnostic ultrasound imaging or fliud flow analysis of human body as follows:

Mode of Operations

Clinical Application B|M|PWD|CWD| Color { Amplitude | Combined | TVM Tissue CnTI | Other {specify)
Doppler| Doppler (3] Enhacement
Imaging (TEI)
Ophthalmic
Fetal
[Abdominal

Intraoperative (Abdominal)

Intracperative Neurological

Pediatric

Small Organ [1]

Neonatal Cephalic

Adult Cephalic

Cardiac {2]

Transesophageal (Cardiac) )

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular P

Laparoscopic

Musculo-skeletal Conventional
l(including Nerve Blocking)

Musculo-skeletal Superficial
l(including Nerve Blocking)

IOther {Urological)

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E
{Previously cleared: k081794 }

1] Small Organs includes Breast, Thyroid and Testicles
[2] Cardiac is Adult and Pediatric
[3] Combined modes are:

(Division Sign-0ff)

Division of Repraductive, Abdominal and
Radiological Device

5
510(k) Number %Oq 1009

For Prescription Use Only




7340 - E8-5
Intended use:

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

Mode of Operations

Clinical Application

B | M| PWD|CWD| Color | Amplitude | Combined | TVM

Tissue

Doppler| Doppler [3) Enhacement
Imaging (FEI)

CnTI

Other (specify)

Ophthalmic

Fetal

Abdominal

Intraoperative (Abdominal)

Intraoperative Neurological

Pediatric

Small Organ [1]

Neonatal Cephalic

Adult Cephalic

Cardiac [2]

Transescphageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

P:6,8,9

Transvaginal

P:6,8,9

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal Conventional
{including Nerve Blocking)

Musculo-skeletal Superficial
jlincluding Nerve Blocking]

fother (Urological)

E|E E E E E

P:6,8,9

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E

(1
(21
(3
61 -
(8]
9]

Small Organs includes Breast, Thyroid and Testicles
Cardiac is Adult and Pediatric

Combined modes are: B+ M + PW + CFM + PD

3D

VPan

XView

(Division Sign—dﬁ)
Division of Reproductive, Abdominal and
Radiological Device

510(k) Number Wosr009

For Prescription Use Only




7340 - EC123
Intended use:

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

Mode of Operations

Clinical Application

PWD

CWwWD| Color

Doppler

Amplitude
Doppler

Combined | TVM Tissue
[3] Enhacement
Imaging (TEI}

CnTl

Other (specify)

Ophthalmic

Fetal

Abdominal

Intraoperative {Abdominal)

Intraoperative Neurological

Pediatric

Small Organ [1]

Neconatal Cephalic

Adult Cephalic

Cardiac [2]

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

P.:6,8,9

Transvaginal

P:6,8,9

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal Conventional
(including Nerve Blocking}

Musculo-skeletal Superficial
(including Nerve Blocking)

Other (Urological)

E

E

E

E

E

E E

P:6,8,9

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E

{1]
2]
13
6]
18]
19

Small Organs includes Breast, Thyroid and Testicles

Cardiac is Adult and Pediatric

Combined modes are: B+ M + PW + CFM + PD

3D

VPan
XView

(Division Stgn-0ff)
Division of Reproductive, Abdominal and

Radiological Device
510(k) Number

U9

For Prescription Use Only




7340 - EC1123
intended use: Diagnostic ultrasound imaging or fliud flow analysis of human body as follows:

Mode of agerations

Clinical Application B | M]PWD|CWD| Color | Amplitude | Combined | TVM Tissue CnT! | Other (specify)
Doppler| Doppler i3] Enhacement
Imaging (TEL)
Gphthalmic
Fetal P|P| P P P P p 5,6.8,9,10
Abdominal

Intracperative {Abdominal)

Intraoperative Neurclogical

Pediatric

Small Crgan [1]

Neconatal Cephalic

Adult Cephalic

Cardiac [2]

Transesophageal (Cardiac)

Transesophageal {(Non Cardiac)

Transrectal P| P P P P P P P:5,6,8 9;N: 14
Transvaginal P| P P P P P P P:5,6,89
Transurethrat

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal Conventional
(including Nerve Blocking)

Musculo-skeletal Superficial
(including Nerve Blocking)

Other (Urological) PP P P P P P P:5,6,8,9

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E
(Previously cleared: k081794 )

[1] Small Organs includes Breast, Thyroid and Testicles
{2] Cardiac is Adult and Pediatric

3] Combined modes are: B+ M + PW + CFM + PD

[5] MView

6] 3D

[8) VPan )

9] XView (Division Sign-0ff)

[10] QIMT

Division of Reproductive, Abdominal and
Radiological Devices

51009 umber QU CO 9

[14] ElaXto

For Prescription Use Only



7340 - TRT33
Intended use:

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

Mode of Operations

Clinical Application

B|M|PWD|CWD]| Color | Amplitude | Combined | TVM Tigsue
Doppler| Doppler [3) Enhacement
Imaging (TEI)

CnTl

Other (specify)

Ophthalmic

Fetal

Abdominal

Intraoperative {Abdominal)

Intraoperative Neurological

Pediatric

Small Organ [1]

Neonatal Cephalic

Adult Cephalic

Cardiac [2]

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

P: 4,568,913
N:14

Transvaginal

Transurethral

lintravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal Conventional
l(including Nerve Blocking)

Musculo-skeletal Superficial
Jlincluding Nerve Blocking)

[other (Urological)

P|P P P P P P

N: New Indication, ﬁreviously cleared by FDA, E: Added under Appendix E

P:4,5,6,8,9,13

{Previously cleared: k081794 )

(1
(2
(3
(4]
(5]
(6]
8]
%l
(13
(14

Small Organs includes Breast, Thyroid and Testicles
Cardiac is Adult and Pediatric

Combined modes are: B+ M + PW + CFM + PD
CMM
MView
3D
VPan

/

Xview (Division Sign-Off) - |
TP View Division of Reproductive, Abdominal and

ElaXto )
Radiological Devices
510k Number OGO O

For Prescription Use Only




7340 - TEE(022
intended use:

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

Mode of Operations

Clinical Application

BIM]|PWD|CWD| Color
Doppler

Amplitude
Doppler

Combined
[3]

T™VM

Tissue
Enhacement
Imaging (TEI)

CnTI

Other {specify}

Ophthalmic

Fetal

Abdominal

lintraoperative (Abdominal)

Intraoperative Neurological

Pediatric

Small Organ [1]

Neonatal Cephalic

Adult Cephalic

Cardiac [2]

Transesophageal (Cardiac)

P:4,6,5, 11,12

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal Conventional
J(including Nerve Blocking)

Musculo-skeletal Superficial
l(including Nerve Blocking)

IOther {Urological)

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E
{Previously cleared; k081794 )
Small Organs includes Breast, Thyroid and Testicles

(1]
(2]
[3]
(4]
6]
9
(11]
(12]

Cardiac is Adult and Pediatric

Combined modes are: B+ M + PW + CW + CFM + PD

CMM
3D
XView

Stress (Division Sign-Off)
Strain Division of Reproductive, Abdominal and

Mo 91009

Radiological Devices
510(k) Number

For Prescription Use Only




7340 - TEE122

Intended use: Diagnostic ultrasound imaging or fliud flow analysis of human body as follows:

Mode of Operations

Clinical Application B|M|PWD|CWD| Color | Amplitude | Combined | TVM Tissue
Doppler| Doppler [3] Enhacement
Imaging [TEI])

CnTI

Other (specify)

Ophthalmic

Fetal

Abdominal

Intrapperative (Abdominal)

[ntraoperative Neurological

Pediatric

Small Organ [1]

Neonatal Cephalic

Adult Cephalic

Cardiac {2]

Transesophageal (Cardiac) Pl P P P P P P P p

P:4,6,9, 11,12

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

[ntravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal Conventional
(including Nerve Blocking)

Musculo-skeletal Superficial
(including Nerve Blocking)

IOther {Urological)

N: New indication, P: Previously cleared by FDA, E: Added under Appendix E
(Previously cleared: k081794 )

] Small Organs includes Breast, Thyroid and Testicles

[2] Cardiac is Adult and Pediatric

(3] Combined modes are; B+ M + PW + CW + CFM + PD

4 CMM

(6] 3D

9] XView

(1] Stress (Division Sign-Off)

{12} Strain Division of Reproductive, Abdominal and

Radiological Devices

510(k) Number A09100 g

For Prescription Use Only




7340 - IOE323
Intended use:

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

Mode of Operations

Clinical Application

PWD | CWD| Color

Doppler

Amplitude
Doppler

Combined
(3]

TVM

Tissue
Enhacement
Imaging (TEI)

CnTI

Gther (specify)

Ophthalmic

Fetal

Abdominal

P:4,568%13

Intraoperative {Abdominal)

P:4,56,8913

Intraoperative Neurological

Pediatric

P:4,568,913

Small Organ [1]

P:4,5,6,8,9,13;
N: 14

Neonatal Cephalic

Adult Cephalic

Cardiac [2]

Transesophageal [Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

fintravascular

Peripheral Vascular

P:4,5,6,8,9,12,
13

Laparoscopic

Musculo-skeletal Conventional
l{including Nerve Blocking)

P:4,56,8913

Musculo-skeletal Superficial
flincluding Nerve Blocking)

P:4,56,8,9 13

Other (Urological)

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E
(Previously cleared: k081794 )

11}
i2]
13
4l
(5]
6l
8l
19
(12]
(13]
[14]

Small Organs includes Breast, Thyroid and Testicles

Cardiac is Adult and Pediatric

Combined modes are: B + M + PW + CFM + PD

CMM
MView
3D
VPan

XView
Strain
TP View
ElaXto

510(k) Number

(Division'Sign-Off)
Division of Reproductive, Abdominal and

U 9009

Radiological Device

For Prescription Use Only




7340 - LP323
Intended use: Diagnostic ultrasound imaging or fliud flow analysis of human body as follows:

Mode of Operations

Clirnical Application B | M|PWD{CWD| Color | Amplitude | Combined | TVM Tissue CnTl | Other (specify)
' Doppler| Doppler 3] Enhacement
[maging (TE])
Ophthalmic
Fetal
Abdominal Pl P P |4 P P I3 P:4,5,6,8,9,13

I!ntraoperativc (Abdominal)

intracperative Neurological

Pediatric

Smali Organ [1]

Neonatal Cephalic

Adult Cephalic

Cardiac [2]

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

[ntravascular

Peripheral Vascular

Laparoscopic P} P P P P P P P:4,5,6,8,9,13

Musculo-skeletal Conventional
[lincluding Nerve Blocking)

Musculo-skeletal Superficial
Jiincluding Nerve Blocking)

IOthcr (Urological)

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E
(Previously cleared: k081794 )

1] Small Organs includes Breast, Thyroid and Testicles
(2] Cardiac is Adult and Pediatric

(3] Combined modes are: B+ M+ PW + CFM + FD

14] CMM

{5] MView

6] 3D

(8] VPan

(1 XView (Division Sign-0ff)

[13] TP View

Division of Reproductive, Abdominal and
Radiological Device

510(k) Number s)/\C) Qo009

For Prescription Use Only



7340 - BC431
Intended use: Diagnostic ultrasound imaging or fliud flow analysis of human body as follows:

Mode of Operations

Clinical Application B 1M PWD|CWD| Color | Amplitude | Combined | TVM Tissue CnTl } Other (specify)
Doppler| Doppler [3] Enhacement
Imaging (TEI)
Ophthalmic
Fetal P{F P- P P P P P:5,6,7,8,9,10

Abdominal P{P P P P P P P:56,7.89%

Intraoperative {Abdeminal)

Intracperative Neurological

Pediatric

Small Organ [1]

Neonatal Cephalic

Adult Cephalic

Cardiac [2]

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular PP P P P P P P:5,6,7,8,9,12

fLaparoscopic

Musculo-skeletal Conventional
(including Nerve Blocking)

Musculo-skeletal Superficial
(including Nerve Blocking)

Other (Urological)

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E
{Previously cleared: k081794 )

[1] Small Organs includes Breast, Thyroid and Testicles

2] Cardiac is Adult and Pediatric

[3] Combined modes are: B + M tP + CFM +

5] MView

6] 3D

7 4D — v

Bl pan (Division'Sign-Off) '

o] XView Division of Reproductive, Abdominal and .
[12] Strain Radiological Devices

5100 Number __AOFI0 0T

For Prescription Use Only



7340 - BE1123
intended use:

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

Mode of Operations

Clinical Applcation

PWD Color

Doppler

CWD

Amplitude
Doppler

Combined
i3I

TVM

Tissue
Enhacement
Imaging (TEI)

CnTI

Other (specify)}

Ophthalmic

Fetal

5,678,9

Abdominal

Intraoperative {Abdominal)

Intracperative Neurological

Pediatric

Smalt Organ [1]

Neonatal Cephalic

Adult Cephalic

Cardiac [2]

Transesophageal {Cardiac)

‘Transesophageal {Non Cardiac)

Transrectal

5,617,8.9

Transvaginal

5,67.89

Transurethral

Intravascular

Petipheral Vascular

Laparoscopic

Musculo-skeletal Conventional
Y{including Nerve Blocking)

Musculo-skeletal Superficial
flincluding Nerve Blocking)

IOthcr (U;ological)

N|N N N

N

N

56,7,8,9

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E

(11
(2]
3]
(sl
6]
(7l
(8]
9

Small Organs includes Breast, Thyroid and Testicles

Cardiac is Adult and Pediatric

Combined modes are: B+ M + PW + CFM + PD

MView
3D

4D
VPan
XView

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

Radiological Device

510(k) Number

KoAl0oq

For Prescription Use Only



6150
Intended use:

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

Mode of Operations
Clinical Application B|M| PWD | CWD| Color |Amplitude| Combined Color Tissue CnTl Other
Doppler | Doppler 4] Velocity | Enhacement {specify]
{PDy) Mapping | Imaging (TEI)
{TVM)
Ophthalmic
Fetal PIP P P P P P P P P P:56,7,8,
) 9,12, 13
Abdominal P{P P P P P P P P P P:5,6,7,8,
9,12, 13
intraoperative {Abdominal) P|P P P P P P P P P:6,8,9,
12,13
Intraoperative Neurological
Pediatric P|P P P P P P P P P P.5,6,7, 8,
9,12, 13
Small Organ [1] PlP| P P P P P P P P |P:56,78,
9,12, 13: N
Neonatal Cephalic plP P P P P P P P P P:5,6,8,9,
12
Adult Cephalic P|P P P P P P P P P P:56, 7,9,
12
Cardiac [2] P|P P P P P P P P P P:56,7,8,
9,10, 11, 12
Transesophageal (Cardiac) PP P P P P P P P P P:5,6,9,
10,11, 12
Transesophageal {Non Cardiac)
Transrectal PP P P P P P P P P 5,6, 8,9,
12, 13; N: 16
Transvaginal PP P P P P p P P |P:5,6,8,9,
12,13
Transurethral
Intravascular
Peripheral Vascular P|P P P P P P P P P |P:56,7,8,
- 9, 12, 13, 14,‘
Laparoscopic PP P P P P P P 5,6,8,9,
12, 13
Musculo-skeletal Conventional | P | P P P i P P P P P |P:567,8,
) - 9,12, 13; N:
Musculo-skeletal Superficial [3] | P | P P P F P P P P P |P:5678,
9,12, 13; N:
Other (Urological) P|P P P P P P P P P |P:56,7,8,
9 12, 13

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E
{Previously cleared k051308, k052805, k060827, k081386)

[1] Small Organs includes
Breast, Thyroid and Testicles
[2] Cardiac is Adult and
Pediatric

{3] Musculo Skeletal - Nerve
Block-

[4] Combined modes are:
B+M+PW+CW+CFM+PD

[5] CMM

[6] 3D

[7] 4D

{8] VPan

[9] XView

[10] Stress

[11] Xstrain

[12] Compound Imaging (MView)
[13] TP-View

[14] IMT

[15] QIMT

[16] ElaXto

(Division Stgn-Off)
Division of Reproductive, Abdominal and

Radiological Devices
510(k) Number

NO910CcD

For Prescription Use Only



6150 - PA230
Intended use;

Diagnostic ultrascund imaging or fliud flow analysis of human body as follows:

Mode of Operations

Clinical Application

B|M|PWD|CWD| Color
Doppler

Amplitude
Doppler
(PD)

Combined
14}

Color
Velocity
Mapping

(TVM)

Tissue
Enhacement
Imaging [TEI])

CnTI

Other
{specify)

Ophthalmic

Fetal

P:5,6,9

Abdominal

P:5,6,9

Intraoperative (Abdominal)

q[ntraoperatjve Neurological

Pediatric

P:5,6,9

Small Organ [1]

P:5,6,9

Necnatal Cephalic

Adult Cephalic

P; 56,9

Cardiac [2]

P 56,9,
10, 11

Transcsophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

P:5,6,9

Laparoscopic

Musculo-skeletal Conventional [3]

Musculo-skeletal Superficial [3]

Other (Urological}

Thyroid and Testicles

[2] Cardiac is Adult and Pediatric

[4] Combined modes are:
B+M+PW+CW+CFM+PD
5] CMM

[6] 3D

[9]} XView

[10} Stress

[11] Xstrain

. . R o
N: New Indication, P: Previously cleared by FDA, E:’Added under Appendix E
{Previously cleared k051308)

[1] Small Organs includes Breast,

(Division Sign-Off)
Division of Reproductive, Abdomina! and

Radiological Device

510(k) Number

L0 o0ag

For Prescription Use Only



6150 - PA240
Intended use:

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

Mode of Cperations

Clinical Application BI!M]{PWD| CW | Color jAmplitude| Combined | Color Tissue CnTl Other

D |Doppler| Doppler (4] Velocity | Enhacement (specify)

(PD) Mapping| Imaging (TEI)
{TVM}
Ophthalmic
Fetal E[E[] E E E E E E P: 5, 6,9
Abdominal E|E E E E E E E P:56,9
Intraoperative (Abdominal)
Intraoperative Neurological
Pediatric E|E|] E E E E E E 56,9
Small Organ [1] EIE E E E E E E P:5,6,9
Neonatal Cephalic
[Adult Cephalic E|E| E E E E E E P:5,6,9
Cardiac (2] E|E| E E E E E E E B:5,6,9,
10, 11

Transesophageal (Cardiac)
Transesophageal (Non Cardiac)
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular E|E{ E E E E E E P:5,6,9
Laparcscopic
Musculo-skeletal Conventional [3]
Musculo-skeletal Superficial [3]
Other (Urological)

- — i
N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E

[1] Small Organs includes Breast,

Thyroid and Testicles

[2] Cardiac is Aduit and Pediatric
{4] Combined modes are:
B+M+PW+CW+CFM+PD

[5] CMM

[6] 3D

[9] XView

[10] Stress

[11] Xstrain

(Division Sigti-Off)
Division of Reproductive, Abdominal and

Radiological Devices
510(k) Number

ACY 009

For Prescription Use Only




6150 - PA121
Intended use:

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

Mode of Operations

Clinical Application B|M|PWD|CWD| Color | Amplitude |Combined Color Tissue CnTI Other
Dopple} Doppler [4] Velocity | Enhacement {specify}
r (PD) Mapping [Imaging (TEI)
{TVM)
Ophthalmic
Fetal )
Abdominal P|P P P P P P E P E P:5,6,9
Intraoperative (Abdominal)
Intraoperative Neurological
Pediatric
Small Organ {1]
Neonatal Cephalic
Adult Cephalic
Kcardiac [2] PP P T P P P E P E P:5,6,9,

10, 11

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal Conventional [3}

Musculo-skeletal Superficial [3]

Other (Urological)

(Previously cleared k051308)

[2] Cardiac is Adult and Pediatric
(4] Combined modes are:
B+M+PW+CW+CFM+PD

[5] CMM

[6] 3D

[9] XView

(10] Stress

[11] Xstrain

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E

(Division Sign-Off)

Division of Reproductive, Abdominal and

Radiological Devices

510(k) Number

NCYlco9

For Prescription Use Only




6150 - PA122
Intended use: Diagnostic ultrasound imaging or fliud flow analysis of human body as follows:

Mode of Operations

Clinical Application B | MIPWD|CWD| Color | Amplitude | Combined Color Tissue CnTl | Other
Doppler| Doppler [4] Velocity | Enhacement {specify}
Mapping | Imaging (TEI)
(TVM}
Ophthalmic
Fetal
Abdominal E|E E E E E E E P.56,9

Intraoperative (Abdominal)

Intraoperative Neurological

Pediatric P|P P P P |3 P E P.5, 6,9

Small Grgan [1]

Neonatal Cephalic plep{ P P P P P E P:5,6,9
Adult Cephalic
Cardiac [2] ple] P P P P P E E F:5,6,9,

10, 11

Transesophageal {Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular PlP P P P P P E P56,9

Laparoscopic

Musculo-skeletal Conventional 3]

Musculo-skeletal Superficial [3]

Other (Urological)

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E
(Previcusly cleared k051308)

[2] Cardiac is Adult and Pediatric
{4] Combined modes are:
B+M+PW+CW+CFM+PD
[5] CMM
(6] 3D
[9] XView
[10] Stress . . . . TN Y
[11] Xstrain (Division Sign-0ff)
Division of Reproductive, Abdominal and
Radiological Devices

510(k) Number ___JACIOO 9

For Prescription Use Only



6150 - PA023
Intended use:

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

Mode of Operations

Clinical Application

B | M {PWD

CW | Color
D | Doppler

Amplitude
Doppler

Combined

(4l

Color
Velocity
Mapping

(TVM]

Tissue
Enhacement
Imaging (TEIl)

CnTI

Other
(specify)

Ophthalmic

Fetal

Abdominal

Intraoperative (Abdeminal)

Intraoperative Neurological

Pediatric

P:5,6,9

Small Organ [1]

Neonatal Cephalic

P 56,9

Adult Cephalic

Cardiac [2]

P:5,6,9,
10, 11

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

P:5,6,9

Laparoscopic

Musculoe-skeletal Conventional [3]

Musculo-skeletal Superficial {3]

IOther (Urological)

N: New Indication, ?Previously cleared by FDA, E: Added under Appendix E

{Previously cleared k051308)
[2] Cardiac is Adult and
Pediatriatric

[4] Combined modes are:
B+M+PW+CW+CFM+PD

[5] CMM

[6] 3D

[9] XView

[10] Stress

{11] Xstrain

(Division 8ign-Off)
Division of Reproductive, Abdominal and

Radiological Devices
510(k) Number

KO 009

ok £

For Prescription Use Cnly




6150 - LA332
Intended use:

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

Mode of Operations

IClinical Application B |M|PWD|CWD| Color | Amplitude | Combined | Color Tissue CnTi Other
Dopple{ Doppler [4] Velocity | Enhacement {specify)
r Mapping | Imaging (TEI)
(TVM)
Ophthalmic
Fetal E|E E E E E E P:o, 8,9,
12, 13
Abdominal E|E E E BE E E P:6,8,9,
12, 13
Intraoperative {Abdominal)
jintraoperative Neurologicat
Pediatric E|E E B E E E P:6,8,9,
12, 13
Small Organ [1] E[E| E ) E E E P: 6,89,
12, 13; N: 16
Neonatal Cephalic E|E] E E E E E P:6,8,9,
12, 13
Adult Cephalic
Cardiac [2]
Transesophageal {Cardiac)
Transescphageal {Non Cardiac)
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular E{E| E E E E E P:6,8,9,
12, 13, 15
Laparoscopic
Musculo-skeletal Conventional (3] j E|E| E E E E E P:6,8,9,
12, 13: N; 16
Musculo-skeletal Superficial [3] EIE E E E E E P.6,8,9,
12, 13; N: 16
Other (Urclogical) E|JE| E E E E E P:6,8,9,
P

N: New Indication, ﬁreviously cleared by FDA, E: Added under Appendix E

[1] Small Organs includes Breast,
Thyroid and Testicles

[2]} Cardiac is Adult and Pediatric
[3] Musculo Skeletal - Nerve Block

[4] Combined modes are:
B+M+PW+CFM+FD

[6] 3D

[8] VPan

(9] XView

[12] Compound Imaging (MView}
[13] TP-View

[15] QIMT

[16} ElaXto

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

Radiological Devices
510(k) Number

IM(C91009

For Prescription Use Only



6150 - LA522
Intended use:

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

Mode of Operations

Clinical Application B |M| PWD | CWD | Color | Amplitude | Combined | Color Tissue CnTl Other
Doppler | Doppler [4] Velocity | Enhacement (specify)
Mapping| lmaging (TEI) ~
(TVM)
1Ophthalmic
Fetal E|E E E E E E P: 6, 8,
9,12,13
Abdominal E|E E E E E E P: 6, 8,
9.12.13
Intraoperative {Abdominal)
[ntraoperative Neurologicat
Pediatric P|P P P P P E P: 6, 8,
9,12,13
Small Organ [1] PP P P P P E P: 6, 8,9,
12, 13; N: 16
Neonatal Cephalic E|E E E E E E P: 6,89,
12, 13
Adult Cephalic
Cardiac [2]
Transesophageal (Cardiac)
Transesophageal (Non Cardiac)
Transrectal
Transvaginal
Transurethral
Ilntravascular
IPeripheral Vascular PIP| P P P P E P: 6, 8, 9,12,
13, 14, 15
Il..ea.pa.:rosu::opic
Musculo-skeletal Conventional (3] } P P| P [3 P P E P 6,89,
12, 13; N: 16
Musculo-skeletal Superficial [3] plp [ P P P E P 6,89,
12, 13; N: 16|
Other (Urological) EJE E E E E E P:6,8,9,
VRNES

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E

{Previously cleared k051308)
[1] Small Organs includes Breast,

Thyroid and Testicles

[2] Cardiac is Adult and Pediatric
(3] Musculo Skeletal - Nerve Block

[4] Combined modes are:
B+M+PW+CFM+PD

[6] 3D
[8] VPan
[9] XView

[12] Compound Imaging (MView}

(13] TP-View
[14] IMT
(15] QIMT
[16] ElaXto

510(k) Number

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

A0Qioo9

For Prescription Use Only



6150 - LAS23
Intended use: Diagnostic ultrasound imaging or fliud flow analysis of human body as follows:

Mode of Operations

Clinical Application B | M|PWD|CWD| Color | Amplitude | Combined Color Tissue CnTI Other
Doppler| Doppler [4] Velocity | Enhacement (specify)
Mapping | Imaging {TEI)
(TVM)
Ophthalmic
Fetal E|E E E E E E P:6, 8,9,
12, 13
Abdominal E|E E E E E E P 6,89,
12, I3

Intraoperative (Abdominal)

[ntraoperative Neurological

Pediatric Bl P P P P P E P E P:6,8,9,
12, 13

Small Organ [1} P|P| P P P P E P E P: 6, 8,9,

12, 13; N:

Neonatal Cephalic E|E E E E E E P:6, 8,9,
12, 13

Adult Cephalic

Cardiac [2]

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal
Transvaginal
Transurethral
[ntravascular
Peripheral Vascular P|P| P P P P E P E P: 6,89,
12, 13, 14,
Laparoscopic
Muasculo-skeletal Conventional [3] | P| P | P P P P E P E P: 6, 8,9,
12, 13; N:
IMuscu]o~ske1etal Superficial [3] P|P| P P P P E P E P: 6,8, :,
12, 13; N:
IOther {Urological) E|E| E E E E E P: 6, 8,9,
12I lg

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E
(Previgusly cleared k051308

[1] Small Organs includes Breast,
Thyroid and Testicles

[2] Cardiac is Adult and Pediatric

[3] Musculo Skeletal - Nerve Block
[4] Combined modes are:
B+M+PW+CFM+PD

(613D (Division Sigh-Off)

:2: ﬁ?:w Division of Reproductive, Abdominal and

[12] Compound Imaging (MView) Radiﬂ!ogical Device

113] TP-View 540(k) Number L odeog
[14] IMT

[15] QIMT

[16] ElaXto

For Prescription Use Only



6150 - LAS532
Intended use:

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

Mode of Operations

(Previously cleared k051308}

[1} Small Organs includes Breast,
Thyroid and Testicles

[3] Musculo Skeletal - Nerve Block
[4] Combined modes are:
B+M+PW+CFM+PD

[6] 3D

[8] VPan

[9] XView

[12] Compound Imaging (MView)
{13] TP-View

Clinical Application B|M| PWD|CWD| Color | Amplitude | Combined { Color Tissue CnTl Other
Doppler | Doppler [4] Velocity | Enhacement {specify)
Mapping|Imaging (TEI)
{TVM)

Ophthalmic

Fetal E|E E E B E E E P:6,8,9,
12, 13

Abdominal EJE E E E E E E P:6,8,09,
12,13

Intraoperative (Abdominal)

Intraoperative Neurological

Pediatric P|P P P P P E P E P 6,89,
12, 13

Small Organ [1] p[P] P P P P E P E P:6,8,9,
12, 13

Neonatal Cephalic E|E| E E E E P E P:6,8,9,
12 13

Adult Cephalic

Cardiac [2]

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular PlP P P P P E P E P.6,8,9,
12, 13

Laparoscopic

Musculo-skeletal Conventional [3] | EJE| E E E E E E 6,89,
12,13

Musculo-skeletal Superficial [3} E|E|] E E E E E E P:6,8,9,
12, 13

Other {Urological) E|E E E E E E E P:6,8,9,
12,13

N: New Indication, P: T’reviously cleared by FDA, E: Added under Append-ix_E

(Division Sign-Cff)
Division of Reproductive, Abdominal and

Radiological Device

510(k} Number

A 91009

For Prescription Use Only




6150 - LA424
Intended use:

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

Mode of Operations

{Previously cleared k051308)

[1] Small Organs includes Breast,
Thyroid and Testicles

[3] Musculo Skeletal - Nerve Block
[4] Combined modes are:
B+M+PW+CFM+PD

[6) 3D

[8] VPan

[9] XView

{12] Compound Imaging (MView)
[13] TP-View

Clinical Application B | M|PWD|CWD| Color | Amplitude | Combined | Color Tissue CnTl Other
Doppler| Doppler 4] Velocity | Enhacement (specify)
Mapping| Imaging (TEI)
{TVM])

Ophthalmic

Fetal

Abdominal

[ntraoperative {Abdominal)

[ntraoperative Neurological

Pediatric PP P p P P £ P:6,8,9,
12, 13

Srnall Organ [1] PP P P P P E P:6,8,9,
12, 13

Neonatal Cephalic

Adult Cephalic

Cardiac [2]

Transesophageal {Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular PP P P p P E P:6,8,9,
12, 13

Laparoscopic

Musculo-skeletal Conventional (3] | P | P| P P 3 P E P:6,8,9,
12, 13

Musculo-skeletal Superficial [3] P|P P P P P E P:6,8,9,
12, 13

QOther (Urological)

N: New Indication, ﬁreviously cleared by FDA, E: Added under Appendix E

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

510 Number __ACGlOATG

For Prescription Use Only




6150 - LA435
Intended use:

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

Mode of Operations

Clinical Application B |M|PWD| CWD| Color | Amplitude | Combined | Color Tissue CnTI Other
Doppler| Doppler [4] Velocity | Enhacement {specify}
Mapping |Imaging (TEI)
{TVM)
Ophthalmic
Fetal EJE E E E E E P:6,8,9,
12, 13
Abdominal E|E E E E E E P:6,8,9,
12, 13
Intraoperative (Abdominal)
[ntraoperative Neurological
Pediatric EJE( E E E E E P:6,8,9,
12,13
Small Organ [1} E|E|] E E E E E P:6,8,9,
12, 13: N: 16
Neonatal Cephalic E|E| E E B E E P:6,8,9,
12,13
Adult Cephalic
Cardiac [2]
Transesophageal [Cardiac)
Transesophageal (Non Cardiac)
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular E|E| E E E E E P:6,8,9,
12, 13
Laparoscopic
Musculo-gkeletal Conventional [3] | E|E| E E E E E P 6, 8,9,
12, 13; N: 16
Musculo-skeletal Superficial [3] E|E| E E E E E P:6,8,9,
12, 13; N: 16
Other (Urological} E|E|( E E E E " E P:6,8,9,
VA -

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E

[1] Small Organs includes Breast,
Thyroid and Testicles

(3] Musculo Skeletal - Nerve Block
[4] Combined modes are:
B+M+PW+CFM+PD

[6] 3D

[8] VPan

[9] XView

[12} Compound Imaging (MView)
[13]) TP-View

[16] ElaXto

(Division Sign-Off) |
Division of Reproductive, Abdominal and

Radiological Devices

510(k) Number

VA\S1009

For Prescription Use Only



6150 - LA923
Intended use:

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

Mode of Operations

Clinical Application B | M| PWD |CWD| Color | Amplitude | Combined Color Tissue CnTI] Other
Dopple{ Doppler 4] Velocity | Enhacement (specify)
r Mapping | Imaging (TEI)
(TVM)

Ophthalmic

Fetal E|E E E E E E P: 6, 8,9,
12 13

Abdominal E|E E E E E E P:6, 8,9,
12, 13

Intraoperative {Abdominal)

Intraoperative Neurological

Pediatric E|E E E E E E P: 6, 8,9,
12, 13

Small Organ [1] E E E E E E E P. 6,89,
12, 13

Neonatal Cephalic E[E E E E E E P:6, 89,
12, 13

Adult Cephalic

Cardiac [2]

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular E|E E E E E E P:6,8,9,
12, 13

Laparcscopic

Musculo-skeletal Conventional [3] | E | E E E E E E P 6,89,
12, 13

Musculo-skeletal Superficial [3] E|E E E E E E P: 6, 8,9,
12, 13

Other (Urological) E| E E E E E E P 6,8, 9,
VSR

N: New indication, P: Previously cleared by FDA, E: Added under Appendix E

[1] Small Organs includes Breast,
Thyroid and Testicles

|3] Musculo Skeletal - Nerve Block
[4] Combined modes are:
B+M+PW+CFM+PD

[6] 3D

[8] VPan

[9] XView

[12] Compound [maging [MView)
[13] TP-View

(Division Sign-off)

Divisicn of Reproductive, Abdominal and

Radiological Device

510(k) Number

V\Oqlooq

For Prescription Use Only




6150 - C5-2
Intended use:

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

Mode of Operations

Clinical Application B(M|PWD|CWD| Color | Amplitude | Combined | Coler Tissue CnTl Other
Doppler | Doppler 4] Velocity | Enhacement (specify)
Mappin |Imaging (TEI)
g ({TVM)

Ophthalmic

Fetal E|E E E E E E P:5,6,8,9,
12

Abdominal E|E E E E E B P:5,6,8,9,
12

Intraoperative (Abdominal)

Intragperative Neurological

Pediatric E|E| E E E E E P:5,6,8,5,
12

Small Organ {1] E|E[] E E E E E P:5,6, 8,9,
i2

Neonatal Cephalic

Adult Cephalic

Cardiac [2] E|E E E E E E P 5,6,8,9,

10,11, 12

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

‘Tranavaginal

Transurethrat

Intravascular

Peripheral Vascular E|lE] E E E E E F:5,6,809,
12

Laparoscopic

Musculo-skeletal Conventional [3] fE|E| E E E E E F:5,6,8,9,
12

Musculo-skeletal Superficial [3] E|lE] E E E E E P:56,89,
12

Other (Urological) E{E| E E E E E P:56,8,9,
12

N: New Indication, F-’:T’reviously cleared by FDA, E: Added under Appendix E

(1] Small Organs inciudes Breast,
Thyroid and Testicles
[2] Cardiac is Adult and Pediatric

[3] Musculo Skeletal - Nerve Block
[4] Combined modes are:
B+M+PW+CFM+PD

{5} CMM

i6] 3D

{8] VPan

[9] XView

[10] Stress

[11}] Xstrain

{12] Compound Imaging

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

NCal009

Radiological Devices
510(k) Number

For Prescription Use Only




6150 - CA123
Intended use:

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

Mode of Operations

Clinical Application PWD|CWD| Color | Amplitude | Combined | Color Tissue CnTl Other
Doppler| Doppler (4] Velocity | Enhacement (specify}
Mapping| Imaging
(TVM) (TED

Ophthalmic

Fetal E E E E P P:5,6,8,9,
12

Abdominal P P P P E P E P:5,6,8,9,
12

Intraoperative (Abdominal)

Intracperative Neurological

Pediatric P P P P E P E P:5 68,9,
12

Small Organ [1] P P P P E P E P:5,6,8,9,
12

Neonatal Cephalic P P P P E P E P:5,6,8,9,
12

Adult Cephalic P:5,6,8,9,
12

Cardiac [2] P P P p E P E F:5,6,8,9,

10, 11, 12

Transesophageal (Cardiac)

'Transescphageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular P P P P E 3 E P:5,6,8,9,
12

Laparoscopic

Musculo-skeletal Conventional [3] E E E E P P:5,6,8,9,
12

Musculo-skeletal Superficial [3] E E E E P P:5,6,8,9,
12

Other (Urological)

N: New Indication, rPreviousiy cleared by FDA, E: Added under Appendix E

{Previously cleared k051308)

{1] Small Organs includes Breast,
Thyroid and Testicles

[2) Cardiac is Adult and Pediatric
[3} Musculo Skeletal - Nerve Block-

[4} Combined modes are:
B+M+PW+CFM+PD

[5] CMM

[6] 3D

[8] VPan

[9] XView

[10] Stress

[11] Xstrain

[12] Compound Imaging (MView}

(Division Sign-Off)

Division of Reproductive, Abdominal and

Radiological Device
510(K) Number

%O%ooq

For Prescription Use Only




6150 - CA421
Intended use:

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

Mode of Operations

Clinical Application B | M| PWD |CWD| Color | Amplitude | Combined | Color Tissue CnTl Other
Dopple | Doppler [4] Velocity | Enhacement {specify)
T Mapping |[maging (TEL)
(TVM)
Ophthalmic
Fetal P|P P P P P E P E P:5,6,8,9,
Abdominal P|P P P P P E P E P: 5, 115?8. 9,
[intraoperative (Abdominal) =
Intraoperative Neurological
Pediatric P|P P P P P E P - E P:5,6,8,9,
Small Organ [1] =
Neonatal Cephalic
Adult Cephalic
Cardiac [2]
Transesophageal (Cardiac}
Transesophageal (Non Cardiac)
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular PIPl P P P P E P E P 5, fz 8,9,
Laparoscopic
Musculo-skeletal Conventional [3] | E| E| E E E E E P: 5,6, 8,9,
Musculo-skeletal Superficial [3] EJE| E E E E E P: 5, 2?8. 9,
Other {Urological) P|P P P P P E P E P: 5, %Z 8,9,

N: New Indication, lﬂ’reviously cleared by FDA,TE: Added under Appendix E

{Previously cleared k051308

[3] Musculo Skeletat - Nerve Block
[4] Combined modes are:
B+M+PW+CFM+PD

{5) CMM

[6] 3D

[8] VPan

[9] XView

[10] Stress

[11] Xstrain

[12] Compound Imaging (MView)

(Division Sign-Off)

Division-of Reproductive, Abdominal and

Radiological Devices
510(k) Number

Ln9lood

For Prescription Use Only




6150 - CA621 .
Intended use: Diagnostic ultrasound imaging or fliud flow analysis of human body as follows:

Mode of Operations

Cliniecal Application B {M| PWD [CWD| Color | Amplitude | Combined Color Tissue CnTI Other
Dopple| Doppler [4} Velocity | Enhacement (specify)
r Mapping | Imaging (TEI)
(TVM)
Ophthalmic
Fetal P|P P P P P E P E P:5,6,8,9,
12
Abdominal P|P P P P P E P E P:5,6,8,9,
12

Intraoperative (Abdominal)

[ntraoperative Neurological

Pediatric E|E| E E E E E

Small Organ [1]

Neonatal Cephalic !

Adult Cephalic

Cardiac [2]

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular PPl P P P P E P E |P56,89
12

Laparoscopic

Musculo-skeletal Conventional [3]

Muscule-skeletal Superficial |3}

Other (Urological} PP P P P P E P E P:.5,6,8, 9,

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix £
{Previously cleared k051308)

[4] Combined modes are:

B+M+PW+CFM+PD

5] CMM

(6] 3D

[8] VPan

[9] XView

10 S . e el -

:1 1} x:t::n (D’WS‘UnLg'Qﬂ'Om

[12] Compound imaging (MView) Division of Reproductive, Abdominal and

Radiological Device

510(K) Number C9160 9

For Prescription Use Only



6150 - CA430
Intended use: Diagnostic ultrasound imaging or fliud flow analysis of human body as follows:

Mode of Operations

Clinical Application B{M|PWD|CWD| Color | Amplitude | Combined | Color Tissue CnTi Other
Doppler | Doppler (4] Velocity | Enhacement {specify)
Mapping |Imaging (TEI)
ITVM)
Ophthalmic
Fetal Pi P P P P P P E P:56,8,9,
. 12
Abdominal PlP| P P P P P E |P5,6,8,9,
12

Intraoperative (Abdominatl}

Intraoperative Neurological

Pediatric E|E E E E E E E P:5,6,8,9,
12

Small Organ [1] E|E| E E E E E E |P:5689,
12

Neonatal Cephalic

Adult Cephalic

Cardiac [2] E|E E E E E E E P:5,6, 8,9,
10, 11, 12

Transesophageal {Cardiac)

Transesophageal (Non Cardiac)

Transrectal
Transvaginal
Transurethral
[ntravascular
IPeriphera] Vascular PP} P p P 13 P E P:5,6,8,9,
WLaparoscopic =
Musculo-skeletal Conventionat [3] |E|E| E E E E E E |P5,6,809,
Musculo-skeletal Superficial [3) E|E} E E E E E E |P5, !1528 9,
Other (Urological) E|E| E E E E E E P 5, :'fs. 9,
12

N: New Indication, P: Previously cleared by FDA, E. Added under Appendix E
{Previously cleared k051308)

[1] Small Organs includes Breast,
Thyroid and Testicles

[2] Cardiac is Adult and Pediatric

[3] Musculo Skeletal - Nerve Block
{4) Combined modes are:

B+M+PW+CFM+PD

(5] CMM (Division Sigh-Off)

[6] 3D Division of Reprod

(8] VPan productive, Abdominal and
(9] XView Radiological Der

[10] Stress 510(k) Number /\ O900 q
[11] Xstrain

[12] Compound Imaging (MView)

For Prescription Use Only



6150 - CA431
Intended use:

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

Mode of Operations

Clinical Application B| M|PWD|CWD| Color | Amplitude | Combined | Color Tissue CnTl Other
Doppler| Doppler [4] Velocity | Enhacement {specify]
Mapping | Imaging (TEI}
{(TVM)

Ophthalmic

Fetal E|E E E E E E E |P:56,8,9,
12

[Abdominal E|E| E E E E E E |P:56,80,
12

Intraoperative {Abdominal)

Intraoperative Neurological

Pediatric E| E E E E E E E P.5,6,8,9,
12

Small Organ [1] EfE|] E E E E E E [P:56,8,9,
12

Neonatal Cephalic

Adult Cephalic

Cardiac [2] E| E E E E E E E P 5689,

10, 11, 12

Transesophageal (Cardiac)

Transesophageal {Non Cardiac)

Transrectal

Transvaginal

Transurethrat

Intravascular

Peripheral Vascular E]lE E E E E E E |P56,89
12

Laparoscopic

Musculo-skeletal Conventional (3] | E | E E E E E E E P:5,6,8,9,
12

Musculo-skeletal Superficial [3) E| E E E E E E E P 56,89,
12

Other (Urological) E| E E E E E B E P 5,6,8,9,

. m . e ——— - — L
N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E

[1] Small Organs includes Breast,
Thyroid and Testicles

[2] Cardiac is Adult and Pediatric

{3] Musculo Skeletal - Nerve Block
[4] Combined modes are:
B+M+PW+CFM+PD

[5} CMM

(6] 3D

[8] VPan

[9] XView

[10] Stress

[11] Xstrain

[12] Compound Imaging (MView)

(Division Sign-Off)
Division of Reproductwe

Radiological Devic
S10(k} Number

Abdominal and

vﬁﬁo@too%

For Prescription Use Only



6150 - CA631
Intended use:

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

Mode of Operations

Clinical Application B| M |PWD|CWD| Color |Amplitude| Combined:| Color Tissue CnTI Other
Doppler| Doppler 4] Velocity | Enhacement (specify)
Mapping| Imaging (TEI)
(TVM)

Ophthalmic

Fetal E{E E E E E E P:5,6,8,9,
12

Abdominal E| E E E E E E P:.5,6,8,9,
12

[ntraoperative (Abdominal)

Intraoperative Neurological

Pediatric E|E E E E E E P:5,6,8,9,
12

Small Organ [1] EIE|] E E E E E P: 5,6, 8, 9,
12

Neonatal Cephalic

Adult Cephalic

Cardiac [2] E|E E E E E E P:5,6,8,9,

10, 11, 12

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular E{E| E E E E E P:5,6,8,9,
12

Laparoscopic

Musculo-skeletal Conventional [3] | E| E] E E E E E P:5.6,8,9,
12

Musculo-skeletal Superficial [3] EJE| E E E E E P:5,6,8,9,
12

Other (Urological) EJE| E [ E E E P:5,6,8,9,
VA

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E

{1] Small Organs includes Breast,
Thyroid and Testicles
[2] Cardiac is Adult and Pediatric

[3] Musculo Skeletal - Nerve Block
{4] Combined modes are:
B+M+PW+CFM+PD

(5] CMM

{6] 3D

(8] VPan

[9] XView

[10] Stress

[11] Xstrain

{12] Compound Imaging (MView)

(Division Sign-Dff)
Division of Reproductive, Abdominal and
Radiological Devices

510(k) Number

KMo 009

For Prescription Use Only




6150 - 2CW
Intended use: Diagnostic uttrasound imaging or fliud flow analysis of human body as follows:

Mode of Gperations

Clinical Application B | M| PWD{CWD| Color | Amplitude | Combined | Color Tissue CnTl Other
Dopple | Doppler [4} Velocity | Enhacement (specify)
r Mapping] Imaging (TE])
Ophthalmic
Fetal
[Abderminal

Intraoperative (Abdominal)

Intraocperative Neurological

Pediatric

Small Organ [1]

Neonatal Cephalic

Adult Cephalic

Cardiac [2] P

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular 12

Laparoscopic

Musculo-skeletal Conventional 3]

Musculo-skeletal Superficial [3]

Other {Urological)

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E
(Previously cleared k051308]

[2] Cardiac is Adult and Pediatric
[4] Combined modes are: CW

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

510(K) Number K091l o009

For Prescription Use Only



61500 - 5CW
Intended use:

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

Mode of Operations

Clinical Application B| M| PWD |CWD| Color | Amplitude | Combined | Color Tissue CnTI Other
Doppler| Doppler [4] Velocity | Enhacement {specify)
Mapping | Imaging (TEI)
Ophthalmic
Fetal
Abdominal

Intraoperative (Abdominal)

[ntrapperative Neurological

Pediatric

Small Organ (1}

Neonatal Cephalic

Adult Cephalic

Cardiac [2]

Transesophageal (Cardiac)

Transesophageal {Non Cardiac)

Transrectal

Transvaginal

Transurethral

Mntravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal Conventional [3]

Musculo-skeletal Superficial {3]

Other (Urological)

e —— .
N: New Indication, P: Previously cleared by Fi
(Previously cleared k051308)
[4] Combined modes are: CW

DA, E: Added under Appendix E

(Division Sigh-0ff)

Division of Reproductive, Abdominal and

Radiological Devices
510(k) Number

Oo91009

For Prescription Use Only




6150 - EC123
intended use:

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

Mode of Operations

Clinical Application

PW

CWD| Color

Doppler

Amplitude
Doppler

Tissue
Enhacement
Imaging (TEI)

Color
Velocity
Mapping

(TVM)

Combined
(4]

CnTl

Other
{specify)

Ophthalmic

Fetal

P.5,6,8,9,
12

Abdominal

Intraoperative (Abdeminal)

Intracperative Neurological

Pediatric

Small Organ [1]

Neonatal Cephalic

Adult Cephalic

Cardiac [2}

Transesophageal {Cardiac)

Transesophageal (Non Cardiac)

Transrectal

P:5,6,8,9,
12

Transvaginal

P 5,6, 8,9,
12

Transurethral

[ntravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal Conventional [3]

Musculo-skeletal Superficial (3]

Other (Urclogical)

P

P

P

P P

P E P

P:-5,6,8,9,
12

N: New Indication, P: Previously cleared by FDA, E Added under Appendix E

(Previously cleared k051308)

[4] Combined modes are:
B+M+PW+CFM+PD

5] CMM

6] 3D

[8] VPan

9] XView

[12] Compound Imaging (MView)

(Division Sign-Off)

Division of Reproductive, Abdominal and

Radiological Devices

Nelcllclek

510(k) Number

For Prescription Use Only




6150 - EC1123
Intended use:

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

Mode of Operations

Clinical Application

PWD

CWD} Color

Doppler

Amplitude
Doppler

Combined
4

Color
Velocity
Mappin
g (TVM;

Tissue
Enhacement
Imaging (TE])

CnTl

Other
{specify}

Ophthalmic

Fetal

P. 56,89,
12

Abdominal

Intraoperative {(Abdominal)

Intracperative Neurological

Pediatric

Small Organ [1]

Neonatal Cephalic

[Adult Cephalic

Cardiac [2]

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

P:5,6,8,9,
12; N: 16

Transvaginal

P:5,6,8,9,
12

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal Conventicnal [3]

Musculo-skeletal Superficial [3]

Other {Urological)

E

E

E

[4] Combined modes are:
B+M+PW+CFM+FPD

(5] CMM

(6] 3D

[8] VPan

[9] XView

[12] Compound Imaging (MView)
[16] ElaXto

E

E

E

P;5,6,8,9,
12

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E

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

Radiological Devices
510(k) Number

Wediood

or Prescription Use Only



6150 - TEE022
Intended use: Diagnostic ultrasound imaging or fliud flow analysis of human body as follows:

Mode of Operations

Clinical Application B |M|PWD| CWD| Color | Amplitude | Combined | Color Tissue CnTI Other
Dopple] Doppler 4] Velocity | Enhacement {specify)
r Mapping| Imaging (TEI)
(TVM]
Ophthalmic
Fetal
Abdominal

Intrapperative {Abdominal)

Intraoperative Neurological

Pediatric

Small Organ [1]

Neonatal Cephalic

Adult Cephalic

Cardiac [2]

Transesophageal {Cardiac) PlP] P P P P P E P P:5,6,9,
10, 11

Transesophageal {Non Cardiac)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal Conventional [3]

Musculo-skeletal Superficial [3)

Other (Urological)
E—

N: New Indication, F-’:.i-:’reviously cleared by FDA, E: Added under Appendix E
{Previously cleared k051308)

{4] Combined modes are:

B+M+PW+CW+CFM+PD

(5] CMM

[6] 3D

[9] XView

[10] Stress

[11] Xstrain

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

) 510(k) Number AT 004

For Prescription Use Only



6150 - TEE132
Intended use:

Biagnostic ultrasound imaging or fliud flow analysis of human body as follows:

Mode of Operations

Clinical Application

B|IM|PWD| CW | Color
D | Doppler

Amplitude | Combined
Doppler 4]

Color
Velocity
Mapping

{TVM)

Tissue
Enhacement
[maging
(TE])

CnTI

Other
{specify)

Ophthalmic

Fetal

Abdominal

Intraoperative (Abdominal)

Intraoperative Neurological

Pediatric

Small Organ [1]

Neonatal Cephalic

Adult Cephalic

Cardiac [2]

Transesophageal (Cardiac)

P:5,6,9,
10, 11

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal Conventional [3]

Musculo-skeletal Superficial [3]

Other (Urological)

[4] Combined modes are:
B+M+PW+CW+CFM+PD
[5} CMM

[6] 3D

[9] XView

[10] Stress

[11] Xstrain

N: New Indication, P: Previously cleared by FDA, E: Added

under Appendix E

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

Radiological Devices

510(k) Number

WOgi o4

For Prescription Use Only




6150 - IOE323
Intended use:

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

Mode of Operations

Clinical Application B |M|PWD|CWD| Color | Amplitude §| Combined | Color Tissue CnTI Other
Dopple| Doppler 4 Velocity | Enhacement {specify)
r Mapping | Imaging [TEI)

Ophthalmic

Fetal E|E| E E E E E P:6,8,9,
12, 13

Abdominal E|E E E E E E P:6,8,9,
12, 13

Intracperative {Abdominal) PP P P P P P P P 6,8,9,
12, 13

Intracperative Neurological

Pediatric PPl P P P P P P P: 6,8, 9,
12,13

Small Organ [1] PP P P P P P P P.6,8,9,

12, 13; N: 16

Neonatal Cephalic EJE| E E E E E P:-6,8,9,
12,13

Adult Cephalic

Cardiac {2]

Transesephageal {Cardiac]

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

[ntravascular

Peripheral Vascular PP P P P P P P P: 6,89,
12, 13

Laparoscopic

Musculo-skeletal Conventional (3] | P | P} P P P P P P P 6,89
12, 13

Musculo-skeletal Superficial [3] PP P P P P P’ P P.6,8,9,
12, 13

Other (Urological} E|E E E E E E P:6, 8,9,
12,13

N: New Indication, F:-Previously cleared by FDA, E: Added under AppendixJE

(Previously cleared k052805)

[1] Small Organs includes Breast,
Thyroid and Testicles

[3] Musculd Skeletal - Nerve Block

[4] Combined modes are:
B+M+PW+CFM+FPD

[6] 3D
[8] VPan

[9] XView

[12) Compound Imaging {(MView)
[13] TP-View

[15] Automatic Gain

[17} FWI

[18] ElaXto

(Division Sign-Off)

Division of Reproductive, Abdominai and

Radiotogical Devices
510(k) Number

.

VA0S 00OH

For Prescription Use Only




6150 - LP323
Intended use:

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

Mode of Operations

[1] $mall Organs includes Breast,
Thyroid and Testicles

[4] Combined modes are:
B+M+PW+CFM+PD

[6] 3D

[8] VPan

9] XView

{12] Compound Imaging (MView)
[13]} TP-View

Clinical Application B|M|PWD|CWD| Color | Amplitude | Combined | Color Tissue CnTI Qther
Doppler | Doppler [4] Velocity | Enhacement (specify)
Mapping| Imaging (TEI)
(TVM)

Ophthalmic

Fetal E[E] E E E E E P.6, 8,9,
12, 13

Abdominal E|E E E E E E P 6,8,9,
12, 13

Intracperative (Abdominal)

Intraoperative Neurological

Pediatric E| E | E E E E P. 6, 8,9,
12,13

Small Organ [1] E[E] E E E E E P: 6, 8,9,
12, 13

Neonatal Cephalic

Adult Cephalic

Cardiac [2}

Transesophageal {Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

[ntravascular

Peripheral Vascular E|IE| E E E E E P 6,8,9,
12,13

Laparoscopic ELE E E E E E P.6,8,9
12, 13

Musculo-skeletal Conventional [3]

Musculo-skeletal Superficial [3]

Other (Urological)

N: New Indication, Eﬁreviously cleared by FDA, E: Added under Appendix E

s

(Division Sign-Off)

Division of Reproductive, Abdominal and

Y.odloc 9

Radiological Device
510(k) Number

For Prescription Use Only




6150 - BC431
Intended use:

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

Mode of Operations

Clinical Application B|M| PWD|CWD| Color | Amplitude | Combined | Color Tissue CnTl Other
Doppler| Doppler (4] Velocity | Enhacement (specify)
Mapping}Imaging (TEI)

Ophthalmic y

Fetal plpP]| P P P P P P 3 P 5, 6,7, 8,
9,12

Abdominal PP P P P P P P P P:5,6,7, 8,
9,12

Intraoperative (Abdominal)

Intracperative Neurological

Pediatric plP[ P P P r P P P |F5, 6,78,
9,612

Small Organ [1} E|E|] E E E E E P-5 6, 7, 8,
9,12

Neonatal Cephalic

Adult Cephalic

Cardiac {2] E|E| E E E E E F:5, 6,7, 8,

9,10, 11, 12

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurcthral

Intravascular

Peripheral Vascular P|P P P P P P P P P 56,78,
9,12

Laparoscopic

Musculo-skeletal Conventional [3] | E{E| E E E E B P:5,6,7,8,
9,12

Musculo-skeletal Superficial [3] EJE| E E E E E P:5,6,7,8,
9,12

Other (Urological) PP P P P P P P P P:5,6,7,8,
9,12

N: New Indication, Fﬁ’reviously cleared by FDA, E: Added under Appendix E

{Previously cleared k060827)

[1} Small Organs includes Breast,
Thyroid and Testicles
[2] Cardiac is Adult and Pediatric

[3] Musculo Skeletal - Nerve Block

[4] Combined modes are:
B+M+PW+CFM+PD

(5] CMM

[6] 3D

[7] 4D

[8] VPan

[9] XView

[10] Stress

(11] Xstrain

[12] Compound Imaging {MView]

(Division Sigh-Off)

Yjvision of Reproductive, Abdominal and

Aadiological Device
310(k) Number

L1069

For Prescription Use Only




6150 - BL433
Intended use:

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

Mode of Operations

Clinical Application BIM| PW |CWD | Color | Amplitude | Combined | Color Tissue CnTI Other
D Doppler{ Doppler 4] Velocity | Enhacement {specify)
Mapping| Imaging (TEI}
(TVM)

JOphthalmic

Fetal E[E] E E E E E P:6,7,8,9,
12, 13

Abdominal E|E| E E E E E P:6,7,8,9,
12,13

Intraoperative (Abdominal}

Intracperative Neurological

Pediatric E|E|] E E E E E P:6,7,8,9,
12, 13

Small Organ [1] E|E| E E E E E P:6,7,8,9,
12,13

Neonatal Cephalic EJE| E E E E E P:6,7,8,9,
12,13

Adult Cephalic

Cardiac [2}

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Transurethral

intravascular

Peripheral Vascular EfE}] E E E E E P:6,7,8,9,
12,13

Laparoscopic

Musculo-skeletal Conventional [3] | E|E| E E E E E P:6,7,8,9,
12, 13

Musculo-skeletal Superficial [3] ELE| E E E E E P:6,7,89,
12,13

Other {Urclogical) E|E| E E E E E P:6,7,8,9,
12, 13

N: New Indication, P: Previously cleared by FDA, E: Added under Appendix E

[1] Smali Organs includes Breast,
Thyroid and Testicles

[2] Cardiac is Adult and Pediatric

(3] Musculo Skeletal - Nerve Block
[4] Combined modes are:
B+M+PW+CFM+PD

[6} 3D

714D

[8] VPan

[9] XView

{12] Compound Imaging (MView}
[13] TP-View

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

Radiological Device
510(k) Number

s\/\o%ooq

For Prescription Use Only




6150 - BE1123
Intended use;

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

Mode of Operations

Clinical Application

PWD

CWD

Calor
Doppler

Amplitude
Doppler

Combined
(4]

Color
Vélocity
Mapping

(TVM)

Tissue
Enhacement
Imaging (TEI)

CnTI

Other
[specify}

Ophthalmic

Fetal

5,6,8,9,

Abdominal

Intrapperative (Abdominal)

Intraoperative Neurological

Pediatric

Small Organ [1]

Neonatal Cephalic

[Adult Cephalic

Cardiac [2]

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

5,6,8,9,

Transvaginal

5,6,89,

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal Conventional [3]

Musculo-skeletal Superficial [3]

Other (Urological)

N

N

N

N

N

N

5.6,8,9, 12

N: New Indication, P; Previously cleared by FDA, E; Added under Appendix E

|[4] Combined modes are:
B+M+PW+CFM+PD

I5] CMM

[6] 3D

[8] VPan

[9] XView

[12] Compound Imaging (MView}

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

INesilelel

Radiological Devices
510(k) Number

For Prescription Use Only



6150 - TRT33
Intended use:

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

Mcde of Operations

Clinical Application

PWD

CWD| Color | Amplitude | Combined | Color Tissue

Doppler] Doppler (4] Velocity | Enhacement
Mapping|Imaging (TEI)
(TVM)

CnTl

Other
(specify)

Ophthalmic

Fetal

Abdominal

Intraoperative {Abdominal)

Intraoperative Neurological

Pediatric

Small Organ (1]

Neonatal Cephalic

Adult Cephalic

Cardiac [2]

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

P:5,6,8,09,
12, 13; N: 16

Transvaginal

P: 5, 6, 8, 9,
12, 13; N: 16

Transurethral

Jintravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal Conventionat {3]

Musculo-skeletal Superficial [3]

Other (Urological}

E

E

E

E E E E

N: New Indication, rPreviously cleared by FDA, E: Added under Appendix E

[4] Combined modes are:
B+M+PW+CFM+PD

5] CMM

[6) 3D

(8] VPan

[9} XView

[12] Compound Imaging (MView)

[13] TP-View
(16] ElaXto

P: 5,6, 8,9,
12, 13

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

510(K) Number A 9L009

For Prescription Use Only




