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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
Esaote S.p.,A
Via di caciolle 15
50127 Firenze
Italy
Contact Person: Allison Scott
317.569.9500 x106
ascott@ansongroup.com
Date: February 7, 2011
807.92(a)(2)
Trade Name: Model 7340 upgrade
Common Name: Ultrasound Imaging System
Classification Name(s): Ultrasonic pulse Doppler imaging system  892.1550
Ultrasonic pulsed echo imaging system . 892.1560
Diagnostic ultrasonic transducer 892.1570

Classification Number: 90IYN, 90IYO, 90ITX

807.92(a)(3)
Predicate Device(s)
k081794 and k091009 7340 Esaote, S.p.A.
k032875 and k033311 SD5500 Aloka
k003739 and k040719 4000 Aloka

i
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510(k) Summary
Model 7340 Upgrade
Esaote, S.p.A.

807.92 (a)(4)
Device Description

Model 7340 is a portable ultrasound system used to perform diagnostic general ultrasound
studies. Its primary modes of operation are: B-Mode, M-Mode, Multi View (MView), Doppler,
Color Flow Mapping (CFM), Amplitude Doppler (AD), Tissue Velocity Mapping (TVM) and
Tissue Enhancement Imaging (TEI). The 7340 is equipped with a LCD Color Display. The full
alphanumeric keyboard allows complete on-screen data entry of patient information and on-
screen annotations. The 7340 can drive phased (PA), convex (CA), linear array (LA), Doppler
probes and BiScan probes. The 7340 is equipped with an internal Hard Disk and with a DVD-
RW disk drive that can be used for image storage. Data can also be stored directly to external
archiving media (hard-disk, PC, server) via a LAN/USB port. Optional accessory devices
available for the 7340 include an S-VHS video recorder; a monochrome or color page printer and
a mobile trolley equipped with an insulation transformer. Model 7340 can be equipped with an
internal battery that provides power when no main power 1s available.

The 7340 system has been cleared by FDA via k081794 and k091009,

Model 7340 upgrade, defined herein, combines the features of the Model 7340 with other,
previously cleared software features and new software capabilities to assist a physician in
making venous measurements. The venous imaging software package includes:

1) Dedicated Presets for Venous System Imaging, CFM and Doppler
2) QDP - Quality Doppler Profiles Technology based on Multigate Doppler algorithm

3) Optimized Probe management for Venous Intracranial Doppler

The 7340 system is 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 Organs, Musculoskeletal (Conventional and Superficial), Abdominal,
Fetal, Transvaginal, Transrectal, Pediatric, Intraoperative (Abdominal), Laparoscopic and Other:
Urologic. The 7340 system provides tmaging 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 Musculo-skeletal applications. The 7340 system provides imaging for venous system
measurements.

2
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Model 7340 Upgrade
Esaote. S.p.A.

807.92(a)(6)
- Technological Characteristics

The 7340 model has been cleared via k081794 and k091009. The Aloka SD5500 system has
been cleared via k032875 and k033311; the Aloka 4000 has been cleared via k003739 and
k040719.

¢ Clinical uses for which the 7340 is designed are not changed by the 7340 upgrade, to
be cleared via this submission.

¢ Clinical uses for which the Esaote 7340 and 7340 upgrade systems are designed are
equivalent to those of the Aloka SD5500 ultrasound system, cleared via k032875 and
k033311 and of the Aloks 4000 cleared via k k003739 and k040719.

+ Esaote 7340 and 7340 upgrade, the Aloka SD5500 and Aloka 4000 ultrasound systems
“are able to provide the profile of the flow of the vessels under exam. The Aloka SD5500
system has been cleared via k032875 and k033311; the Aloka 4000 has been cleared
via k003739 and k040719.

e Esaote 7340 and 7340 upgrade, Aloka SD5500 and Aloka 4000 ultrasound systems are
designed to meet the IEC60601-1 and IEC60601-2-37 safety requirements.

+ Esaote 7340 and 7340 upgrade, Aloka SD5500 and Aloka-4000 ultrasound systems
provide an Acoustic Output Display feature per AIUM / NEMA standards, with
equivalent Ispta and MI maximal values. R

B

St

807.92(b)(1

Non-Clinical Testing

Verification and validation tests have been conducted in accordance with design controls per
CFR 820.30.

The system has been designed to meet the following standards:

IEC 60601-1

IEC 60601-1-2

IEC 60601-2-37

ISO 10993-1

ATUM/NEMA UD-3 - Standard for Real Time Display of Thermal and Mechanical

Acoustic Output Indices on Diagnostic Ultrasound Equipment

¢  AJUM/NEMA UD-2 - Acoustic Output Measurement Standard for Diagnostic
Ultrasound

3
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./{ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
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Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

Esaote, S.p.A.

% Mr, Mark Job

Responsible Third Party Official

Regulatory Technology Services LL.C

1394 25" Street NW JUN - 2 ool
BUFFALO MN 55313

Re: K110688
Trade/Device Name: 7340 Ultrasound Systems
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: I
Product Code: IYN, IYO, and ITX
Dated: May 17,2011 )
Received: May 18,2011

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, as described in your premarket notification:

Transducer Model Number

PA230 LA523 CA621 TRT33
PA240 LA532 CA631 TEE(022
PA12] C5-2R13 2CW TEE[22
PA122 CA123 SCW TEE132
PA023 CA421 HF CW 10E323
LA332 CA142] E8-5 R10P LP323
LA424 CA430 ECI23 BS230
LA435 CA431 EC1123 BC431




[f your device is classified (see above) into either class I (Special Controls) or class 111 (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 895. In addition, FDA may publish
further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean that
FDA has made a determination that your device complies with other requirements of the Act or any
Federal statutes and regulations administered by other Federal agencies. You must comply with all
the Act’s requirements, including, but not limited to: registration and listing (21 CFR Part 807);
labeling (21 CFR Part 801); good manufacturing practice requirements as set forth in the quality
systems (QS) regulation (21 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 go
to hitp://www.fda.gov/AboutFDA/CentersOffices/f CDRH/CDRHOffices/ucm1 1 5809 htm for the
Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please note
the regulation entitled, “Misbranding by reference to premarket notification” (21CFR Part 807.97).

" For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to http://www.fda.gov/iMedicalDevices/Safety/ReportaProblem/default.htm for the
CDRH’s Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Joshua Nipper at (301)
796-6524.

Sincerely Yours,

S /)

Mary S. Pastel, Sc.D.

Director - :

Division of Radiological Devices

Office of In Vitro Diagnostic Device
Evaluation and Safety

Center for Devices and Radiological Health

Enclosure(s)



Indications for Use Statement

Model 7340

Indications for Use

510(k) Number (if known):

Device Name: 7340 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, Musculo-Skeletal (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 Musculo-Skeletal applications. The 7340 system provides
imaging for venous system flow profile.

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 OF
NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

), ST

Division Sign- ff
Office of In Vitro Diagnostic Device
Evaluation and Safety

51000_JAN 0 @Y
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Mod.7340 upgrade

Intended use: Diagnostic uitrasound imaging or fluid flow analysis of human body as follows:

I ode of O ons
cation B M PWD CWD Colar Amplitude | Combined | Tissue Tissue Other [specify)
Doppler Doppler [3) Velocity Enhacement
Mapping | Imaging {TED
TVM)
IOphthnlmic
JFetal P P P P P P P P:4,5.6,7.3,9.10
13
jAbdominal P P P P P P P P P:4,5,6,7.8,9,13)
Ilntmoperalive {Abdominal) P P P P P P P P:4.5,6,4,9,13
Ilntraopemtivc Neurological
IP:diam‘c P P B P P P P P P:4.5,6,7,1,9,13)
Small Organ [1] P |3 P P P P P P:4,5,6,7.8,.9.13
14
[eonata) Cephalic 3 P P P P P P P P:5,6,8,9
Adult Cephalic P P P P P P P P P68 %N 15
Cardiac [2] P P P P P P P P P{6} P:4,5,6,7,8,9.11
t2
Transesophageal {Cardiac) P P P P P P P P 4 P:4,6,9,11,12
[Transesophageal {Non Cardiac)
Transrectal P | 4 P 4 P P P P:4,56,7,89,13
14
Transvaginal P P P P P P P P:5,6,7,8,9,14
Transurethral
Intravascular
Peripheral Vascular P P P P P P P P P:4,5,6.7.8.9,10
12, 15N: 15
Laparoscaopic P P P P P P I3 P:4.56,8,913
Musculo-skeletal Conventional P P P P P P P P:4,5,6.7.8,9,13
‘('mcluding Nerve Blocking) L
Musculo-skeletal Superficial P P P P | 4 P P P:4.5,6,7,8,9, 13
{including Nerve Blocking) 14
B P P P P P P

IOlhcr {Urological)

P:4.5,6.7,4.9, IJI

N: New indication; P: Previosuly cleared by EA; E:Added under Appendix E

i1
]
13t
141
{st
16
gl
18l
19§
(101
1
[12)
{13
{14]
{13

Previously eleared via k081794 and

k091009

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

CMM

MView

]2l

4D
VPan
XView
QIMT
Stress
Strain

TP View

ElaXto

Quality Doppler Profile (QDF)

[16] Includes contrast (CnTI) in Adult Cardiac for left ventricle opacification and
visualization of the left ventricular endocardial border

Y gy Sfalt

Division

(Divifion Sign-0M)

Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

PN LYY

510K

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of CORH, Office of In Vitro Diagnostics (OIVD)



7340 - PA230

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

Mode of Operations

Clinical Application

B

M

PWD

CcwD

Color
Doppler

Amplitude
Doppler

Cembined
]

Tissue
Velocity
Mapping

{TVM]

Tissue
Enhacement

Imaging TEI}

Other (specify)

Ophthalmic

Fetal

Abdominal

P:6.8,9

‘Hintragperative (Abdominal}

Intraoperative Neurological

Pediatric

JSmall Crgan [1}

Neonatal Cephalic

|Adult Cephalic

P:6,8,9

Cardiac [2]

P[16]

P:4,6,8,9,11,
12

[Transesophageal (Cardiac)

:l'mnscsophagcal {Non Cardiac)

[Transrectal

[Transveginal

F;nsun:thral

[ntravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal Conventional (including
Nerve Blocking)

Musculo-skeletal Superficial (including
Nerve Blocking)

Other (Urological]

N: New indicatian; P: Previosuly cleared by?]:.).ﬁ: E:Added under Appendix E

Previously cleared via k091009

(1
2
13}
14l
]
18l
]
iy
(12

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

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

io

VPan

XView
Stress
Strain

[16] Includes contrast [CnTi) in Adult Cardiac for left ventricle opacification and visualization of

the left ventricular endocardial border

Radiological Devices
Offica of in Vitro Diagnestic Device Evaluation and Safety

ao  ANCGYK

Prescription Use Cnly Per 21 CFR 801 Part D
Concurrence of CDRH, Office of In Vitro Diagnostics (OIVD)




7340 - PA240

intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as foliows:

Mode of Operations

[Clinical Application

B M PWD

CWD

Amplitude
Doppler

Color
Doppler

Combined
Bl

Tissue
Velocity
Mapping

(TVM)

Tissue
Enhacement
Imaging {TEI}

Other (specify)

Qphthalmic

IFem.I

Jabdominal

P.89

Ilnuaopcrative {Abdominal)

I[mraopcrative Neurological

[Pediatric

[Small Organ (1]

INmnatal Cephalic

IAdult Cephalic

P:8,9; N: IS

{Cardiac [2]

P{L6}

4,89 1L12

[Transesophegeal (Cardiac)

ransesophageal {Non Cardiac)

ransrectal

[Transvaginal

ransurethral

Intravascular

Peripheral Vascular

Laparoscopic

(including Nerve Blocking)

Musculo-skeletal Conventional

Nerve Blocking)

Musculo-skeletal Superficial {including

Other {Urological)
—

It
2
13i
“
18
]
[t
112
I15]

{16] Includes contrast (CnT!) in Adult Cardiac for left ventricle opacification and visualization
of the left ventricular endocardia! border

N: New indication; P: Previosuly cleared by F-DA; E:Added under Append
Previously cleared via k091009

lix E

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

Quality Doppler Profile (QDP)

VN, 5/

S10K

(Digfsion Sign-OH)
Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

ALY

Prescription Use Only Per 21 CFR 801 Part D

Cancurrence of CDRH, Office of In Vitro Diagnostics (OIVD)




7340 - PA121

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

Modo of Operations

[Clinical A

B M PWD

CWD Color

Doppler

Amplitude
Doppler

Combined
[l

Tissue
Velocity
Mapping

{TVM}

Tissue
Enhacement

Imaging (TEI)

Other (specify}

{Ophthaimic

IELEJ

{Abdominal

pP:8,9

Ilmrnoperativc {Abdominal)

llntraopcrative Neurological

JPedintric

ISmﬂllO"san 11

frconatal Cephalic

lAdult Cephalic

P:4,8,9, 11,
12

trdim i
ransesophageal (Cardiac)

[Transesophageal (Non Cardiac)

Frransrectal

[Transvaginal

[Transurethral

Intravascutar

Peripheral Vascular

Laparoscopic

Musculo-sketetal Convernional
I[inc!uding Nerve Blocking)

Musculo-skeletal Superficial
(including Nerve Blocking)

Other {Urological)

N: New indication; P: Previosuly cleared by FDA; E:Added under Appendix E

Previously cleared via k091009

(
2
13l
4
©l
®l
1y
12

Smmall 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

",

{Divigfon Sign-

fotT

Division of Radiological Devices
Office of In Vitro Diagnestic Device Evaluation and Safety

510K

KVW0L¥Y

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of CDRH, Office of In Vitro Diagnestics (OIVD)



7340 - PA122

Intended use: Diagnostic uitrasound imaging or fluid flow analysis of human body as follows:

Moda of Operations

Clinical Application

B

M

PWD

CWD

Celor
Doppler

amplitude
Doppler

Combined
{3

Tissue
Velocity
Mapping

[TVM)

Tissue
Enhacement
Imaging (TEl}

Other {specify]}

Ophthalmic

Fatal

[Abdominal

I[nu-aopcrar_ive {Abdominial}

[ntragperative Neurological

[Pediatric

P:6,8,9

Small Organ [i]

IKeonatal Cephalic

P:6,8,9

[Adult Cephalic

T:ardiac 2l

P:4,6,8,9, 1,

ITransesophageal (Cardiac)

[Transesophageal (Non Cardiac)

[Transrectal

[Transvaginal

[Transurethral

Intravascular

Peripheral Vascular

P:4,8,9,12

Laparoscopic

Musculo-skeletal Conventional
({including Nerve Blocking)

Musculo-skeletal Superficial
tincluding Nerve Blocking)

Other {Urological)

N: New indication; P: Previosuly cleared by FDA; E:Added under Appendix E

Previousty cleared via k091009

1t
2]
131
[4]
6]
(8
19
1y
12)

Small Organs includes Breast, Thyroid and Testicles

Cardiac is Aduit and Pediatric

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

CMM
3D
VPan

XView
Stress
Strain

S/

510K

{Jhvision Sign-Off)
Dhasion of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

Mo, sy

Prescription Use Only Per 21 CFR 801 Part D
Cancurrence of CORH, Office of In Vitro Diagnostics {OIVD}



7340 - PA023

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

Mode of Operations

[+ al licatio:

B M PWD CWD Color
Doppler

Amplitude
Doppler

Combined
13]

Tiasue
Velocity
Mapping

[TvM)

Tissue
Enhacement

Imaging {TEI}

Cther {specify)

Cphthalmic

IF‘etal

bdominal
[ntraoperative (Abdominal)

I[ntraoperative Neurological

[Padiatric

P. 8,9

lSmall Organ [1]

[iiecnatal Cephalic

P:8,9

IAduIt Cephalic

Cardiac 2]

P:4,8,9, 101,12

ransesophageal (Cardiac)

ransesophageal (Non Cardiac)

[Transrectal

[Transvaginal

[Transurethral

ilnuavascula.r

JPeripheral vascular

Laparoscopic

Muscule-skeletal Conventional
(including Nerve Blocking)

Musculo-skeletal Superficial
(including Nerve Blocking)

IOt.hcr {Urolegicalj

N: New indication; P; Previosuly cleared by FDA,; E-Added under Appendix E

Previously cleared via k091009

1
[2
&
“l
8l
ol
(1]
112

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

Combined modes are: B + M + PW + CW + CFM + PD
CMM
YPan
XView
Stress
Strain

S feld

Dhvisigh Sign-Om)

Division of Radiolagical Devices
Office of in Vitro Diagnostic Device Evaluation and Safety

510K )Ar\\ Océ Kg

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of CDRH, Office of In Vitro Diagnostics (OIVD)




7340 - LA332

Mode of Operations

Infended use: Diagnostic ultrasound imaging or fluid flow analzsis of human bodz as follows:

IClinical Application B M PWD CWD Color Amplitude | Combined Tissue Tissue Other (specify)
Doppler Doppler 3] Velocity Enhacement
Mapping | Imeging (TEI}
(TVM}
IOphtha.lmic
JFetal
|Abdominal
Ilntraoperar.ivc (Abdominal}
Ilm:aopcrar.ivc Neurological
Pediatric P P [3 P P P P P:4,568913
Small Organ [} P P P P [3 [ 4 P:4,56,8,9 13,
14
INeonatat Cephalic
|adult Cephalic
JCardiac (2|
[Transesophageal (Cardiac)
[Transescphageal {(Non Cardiac)
Transrectal
[Transvaginal
Transurethiral
Intravascular
Peripheral Vascular P P P P P P P P:4,5,6,8,9,10,
1IN 15
Laparoscopic
Musculo-skeletal Conventional P P P P P P P P:4,5,6,89,13
(including Nerve Blocking}
Musculo-skeletal Superficial P B P 4 P P P P:4,5.6,8,%13
(including Nerve Blocking)
IOther {Urological)
N: New indication; P; Previosuly cleared by FDA; E:Added under Appendix &
Previously cicared via k091009
3] Small Organs includes Breast, Thyroid and Teaticles
2 Cardiac is Adult and Pediatric
3 Combined modes are: B+ M + PW + CFM + PD
{4] CMM
[s] MView
6] an
18] VPan 5
19 XView N fVision S|gn'0'")
{10] QIMT Divis C of Radiclogical Devices
{12 Strain Office of In Vitro Diagnostic Device Evajuation and Safety
[13] TP View )}\
[14] ElaXto 510K ‘ l 0 (ﬂ X?
[15] Quatity Doppler Profile (QDP)

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of CORH, Office of In Vitro Diagnostics {OIVD)



7340 - LA424

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body_as follows:

Mode of Operations

iClinfca] Application

B

M

PWD

CwWD

Calor
Doppler

Amplitude
Doppler

Combined

(34

Tissue
Velocity
Mapping

{TVM)

Tissue
Enhacement

Imaging (TEL)

Other (specily)l

IOphlhaImic

IF‘etal

Jabdominal

Ilmra.operative |Abdominal}

I[mraoperative Neurologicat

[Pediatric

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

Small Organ [1]

P:4,5,6,8,9,
3]

Neonatal Cephalic

IAduIl Cephalic

ICardiac |2

[Transesophageal {Cardiac)

[Transesophageal (Non Cardiac)

[Transrectal

"T‘ransvaginal

[Transurethral

[lnu'avascu]ar

quripheml Vascular

[Laparoscopic

Musculo-skeletal Conventional
(including Nerve Blocking)

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

Musculo-skeletal Superficial
(including Nerve Blocking)

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

Other (Uralogical}

N: New indication; P: Previosuly cleared by FT)A;

Previously cleared via k091009

{1]
12]
i3]
1]
5]
t6]
(8]
9]
[12]
(13

E:Added under Appendix E

Small Crgans includes Breast, Thyroid and Testicles

Cardiac is Adult and Pediatric

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

CMM

MView

3D
VPan
XView
Strain

1P View

pion Sign-Off)

: diciogical Devices
Office of In Vitro Diagnostic Device Evaluation and Satety

ok N0 G §Y

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of CORH, Office of In Vitro Diagnostics {OIVD)



7340 - LA435

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

Mode of Operations

Clinicat Application

B M PWD

CWD Tissue
Enhacement

Imaging [TEI}

Tissue
Velocity
Mapping

(TVM}

Color
Doppler

Amplitude | Combined
Doppler [3]

Gther [specify)

IOphthalmic

IF‘cr.a.l

Jabdominal

Ilnunopcra:jve (Abdominal)

Ilm.raopcrau'vc Neurological

Pediatric

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

ISmall Organ [1}

P.4,5,6,8,9,
13,14

INecnatat Cephalic

[Adult Cephalic

Icardizc 2]

[Transesophageal {Cardiac)

[Transesophageal (Non Cardiac)

[Transrectal

[Transvaginal

[Transurethral

Il ntravascular

IPcriphcraJ Vascular

P:4,5,6,89,
12,13

ll..apa.roscopic

Musculo-skeletal Conventional
[including Nerve Blocking}

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

Musculo-skeletal Superficial
[including Nerve Blocking)

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

'Omer {Urological}

N: New indication; P: Previosuly cleared by E"‘-DA;

Previously cleared via k091009

it
(21
{3l
[4l
(5]
16l
8}
]
(12
f13)
(14]

E:Added under Appendix E

Small Organs includes Breast, Thyroid and Testicles

Cardiac is Adult and Pediatric

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

CMM
MVYiew
3D
VPan
XView
Strain
TP View
ElaXto

(Difision Sign-OM)
Dhvision Radiologica# Devi

on £ Ra vices

Office of In Viro Diagnostie Device Evatuation and Safety

810K }'«HDQW

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of CORH, Office of In Vitro Diagnostics (OiVD)



7340 - LA522

Intended use: Diagnostic ultrascund imaging or fluid flow analysis of human body as follows:

Mode of Operations

Clinie licatio

B M PWD CwWD Color Amplitude | Combined | Tissue

Dappler Doppler 13} Veloeity

Mapping
{TVM]

Tissue
Enhacement

Imaging (TE])

Other {specifyl}

Ophthalmic

Fetal

Abdominal

I[mraopcralive {Abdorinal)

Jintracperative Neurological

Pediatric

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

Small Organ [1]

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

Neonatal Cephalic

JAdult Cephalic

Cardiac [2]

'I‘ra.nscsophagca.l (Cardiac)

[Transesopheageal (Non Cardiac)

[Transrectal

I=E‘ranswagin.al

[Transurethrat

[ntravascular

Peripheral Vascular

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

ILapa.roscopic

Musculo-skeletal Conventional
{including Nerve Blocking)

Musculo-skeletal Superficial
{including Nerve Blocking)

IOther {Urological)

N: New indication; P: Previosuly cleared by F-DA: E:Added under Appendix E

Previously cleared via k091009
0
[2]
B3
{a]
[5]
16]
18]
[9]
10}
12}
[L3
[14]

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

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

_ADMision Sign-Gr)
o Divisi#in of Radiological Devices
ice of In Viro Diagnostic Device Evaluation and Safety

510K_)/\”0 Q,?S/

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of CORH, Office of in Vitro Diagnostics (OIVD)



7340 - LA523

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

Mode of Operations

Clinical Application

B M PWD

CwD

Color
Doppler

Amplitude
Doppler

Combined Tissue
[3} Velocity
Mapping

LTArRL

Tissue
Enhacemerit
Imaging (TEI)

Other {specify}

Ophthatmic

Fetal

IAbdominal

Intraoperative (Abdominal)

Intraoperative Neurological

Pediatric

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

[Small Organ [1}

P: 4,568,913
14

Neonatal Cephalic

ladult Cephalic

Cardiac 2|

[Transesophageal {Cardiac)

[Transesophageal (Nont Cardiac)

[Transrectal

[Transvaginat

[Transurethral

JIntravascular

Peripheral Vascular

P:4,5,6,8,9,10,
12,13, N:15

Laparoscoepic

I(including Nerve Blocking)

Musculo-skeletal Conventional

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

Musculo-skeletal Superficiat
(including Nerve Blocking]

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

Other (Urological)

[1]
2]
i3]
i4]
15]
(6]
18]
19]
(1o]
113]
(14]
(13]

N: New indication; P: Previgsuly cleared by FDA;
Previously cleared via k091009

E:Added under Appendix E

Small Organs includes Breast, Thyroid and Testicles

Cardiac is Adult and Pediatric

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

%5/‘U

CMM
MView

3D

VPan

XView

GIMT

TP View

ElaXto

Quality Doppler Prodite (QDP)

ion Sign-Off)
Radiological Devices

Office of in Vitro Dlagnosnc Device Evaluation and Safety

MULGLEE

510K

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of CORH, Office of In Vitro Diagnostics {OIVD)




7340 - LAS32

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

ode o tio

ical icatio

B M PWD CWD Color

Doppler

Tissue
Enhacement
Imaging (TEI}

Tissue
Velocity
Mapping

{TvM}

Amplitude | Combined
Doppler 3]

Cther (specify)

IOphtha]mic

IFeta!

[Abdeminal
Intracperative (Abdominal)

Ilnu'aoperative Neurological

fPediatric

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

Small Organ [1]

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

Jieonatal Cephalic

IAdult Cephalic

KCardiac (2

[Transesophageal (Cardiac)

[Transesophageal {Non Cardiac)

[Transrectal

[Transvaginal

[Transurethral

Intravascuiar

rPcriphch.l Vascular

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

Laparoscopic

Muscule-sieletal Conventional
‘(including Nerve Blocking}

Musculo-skeleta! Superficial
(including Nerve Blocking}

lOr.hcr [Urological)

N: New indication; P: Previosuly cleared by FDA; E:Added under Appendix E

Previously cleared via k091009

H
12l
B3
4
15
i6]
18]
{91
{12]
113

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

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

Strain
TP View

510K

_ Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaiuation and Safety

MKihokgy

Prescripticn Use Only Per 21 CFR 801 Part D
Concurrence of CDRH, Office of In Vitro Diagnostics (OIVD)




7340 - C5-2 R13

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

Mode of Operations

Clini, lical

B M PWD CWwD Color Amplitude | Combined
Doppler Doppler [3]

Tissue
Velocity
Mapping

(TVM)

Tissue
Enhacement
Imaging (TEI)

Other (specify]

IOphrha.Lmic

JFetal

P:5,6,8%10

jAbdeminal

P:5,6.8.9

I'lntraopcrative [Abdominal)

Hntraoperative Neurglogical

Pediatric

P.5,6,8,9

Small Organ |1]

Neonatal Cephalic

P:5,6,8,9

|Adult Cephalic

Cardiac [2]

[Transesophageal [Cardiac)

Transesophageal {Non Cardiac)

[Transrectal

Frransvaginal

[Transurethra!

[ntravascular

Peripheral Vascular

P:5,6,8,9, 12

Laparoscopic

Musculo-skeletal Conventional
[including Nerve Blocking}

Musculo-skeletal Superficial
{including Nerve Blocking)

Other (Urological}

)]
2]
13]
15
16]
i8)
i9
it2]

N: New indication; P: Previosuly cleared by F-DA; E:Added under Appendix E
Previously cleared via k091009

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

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

Strain

ision Srgn-O‘H)
Office of In \frlro Dcag

510K A DL Y

of Radigiegical Devicas
nostic Device Evaduation ang Safety

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of CORH, Office of In Vitro Diagnostics {OIVD)




7340 - CA123

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

Mode of Operations
[Clinical Application B M PWD CWD Color Amplitude | Combined Tissue Tissue Cther (specify)
Doppler Doppler {3 Velocity | Enhacement
Mapping | Tmaging [TE])
(TVM)

IOphr.hnImic

|Fetal

|Abdominal

Ilnu'aoperative {Abdominalj

I[n:raoperative Neurclogical

Pediatric 4 B P P P P P P:5,6,8,9
ISma.I.I Organ [i] P P P P P P P P:4,5,6,8,9
INeonatal Cephalic P P P P P P P P:5,6,8,9
JAdult Cephatic

ICardiac [2} P P 3 P P P P Pi4.5,6,8.9, LI,

12

[Transesophageal (Cardiac)
‘I‘ranscsophagca.! {Non Cardiag|

[Transrectal

[Transvaginal

[Transurethral

Intravascular

Peripherat Vascular P P P P P P P P: 56,89 LN

15

Laparoscopic

Musculo-skeletal Conventionai P P P P P P P P:4,5,6,8,9
I[including Nerve Blocking)

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

Other (Urological)

N: New indication; P: Previosuly cleared by FDA; E:Added Under Appendix £

Previously cleared via k091009

[Lt Small Organs includes Breast, Thyroid and Testicles

2 Cardiac is Adult and Pediatric

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

4 CMM

(sl MView

il 3D

8 VPan .

9l XView 5 [

(11 Stress {phvision Sign-Of

£12] Strain Dwvision of Radiological Devices

f15]

Quality Doppler Profile (QDF)

Office of In Vitra Diagnostic Device Evaluation and Safety

510«%\\0%%?

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of CDRH, Office of In Vitro Diagnostics {Q1VD)




7340 - CA421

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

Mode of Operations

atio; B M PWD CwD

Color
Doppler

Amplitude | Combined
Doppler i3]

Tissue
Velocity
Mapping

(TVM)

Tissue
Enhacement
Imaging (TED)

Qther (specify)

Ophthalmic

FFetal P P P

P:5,6,8,9, 10

|Abdominal P P P

P: 56,89

[ntraoperative (Abdominal)

I[ntraaperative Neurolegical

Jpediatric P P [

P:5,6,8,9

[Fm=tl Grean ]

[Neonatal Cephalic

jAdult Cephalic

ICardiac [2}

[Transesophageal (Cardiac)

[Transesophageal (Won Cardiac)

[Transrectal

ransvaginal

[Transurethral

Intravascular

Peripheral Vascular P P P

P:5,6,8,9,12

Laparoscopic

Muscule-skeletal Conventional
I(including Nerve Blocking)

Musculo-skeletal Superficial
(inctuding Nerve Blocking}

Other (Urological) P P P

P:5.6,8,9

N: New indication; P: Previosuly cleared byﬁ.‘\; E:Added under Appendix E
Previously cleared via k091009

(1] Small Organs includes Breast, Thyroid and Testicles

12]
(3]
[3] MView
[6] 3D

8] VPan
191 XView
[10} QIMT
12| Strain

Cardiac is Adult and Pediatric

Division of
Office of In Vitre Diagnos

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

adictogical Devices
tic Device Evaluation ang Safety

sk N1V O ?5(

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of CORH, Office of In Vitro Diagnaostics (OIVD)



7340 - CA1421

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

Modeg of Operations

Clinjc licatio B M PWD CWD Color Amplitude | Combined Tissue Tissue Other (specify)
Doppler Doppler 3] Velocity Enhacement
Mapping | Imaging (TEI)
(TvM)
Ophthalmic
[Fet 3 3 P 7 P P P P:5.6.5.9.10
jAbdominal P P 4 P P P P P:5,6,8,9
l[ntmupcrativc {Abdominal)
I[ntmapemlive Neurological
[Pediatric P P P 3 P P P P:5,6,8,9
Small Organ [1j
Neonatal Cephalic
[Adult Cephalic
Cardiac [2|
‘i’ransesophageal {Cardiac}
[Transesophageal (Non Cardiac)
[Transrectal
':fransvag'nal
[Transurethral
Ilnr.ravascula,r
[Peripheral Vascular P P P 3 P P P P:5.6,8,9,12
Laparaoscopic
Musculo-skeletal Conventional
l(_inclnding Nerve Blocking]
Iffiuscul_o—skclctal Superficial
{including Nerve Blocking)
IOthcr {Urologicaly P P P P P 3 3 P:5,6,8,9
N: New indication; P: Previosuly cleared by FDA; E:Added under Appendix E
Previously cleared via k091009
1] Small Qrgans includes Breast, Thyroid and Testicles
12| Cardiac is Adult and Pediatric
3l Combined modes are: B+ M + PW + CFM + FD
sl MView
t6l 3D
{8l VPan
] XView
(10] QiMT
112) Strain

ision Sign-Otf)
Divisiorf of Radiclogical Devices
Offics of In Vitro Diagnostic Device Evaluation and Safety

Ao e sy

510K

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of CDRH, Office of In Vitro Diagnastics (CIVD}




7340 - CA430

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

ode o

Clinjcal Application B M PWD CWD Color Amplitude | Combined
Doppler Doppler I3

Tissue
Velocity
Mapping

{TVM)

Tissue
Enhacement
Imaging (TED

Other (specify)

fopnthaimic

FFesal P P P P [3 P

P.5,6,8,9 10

Abdominat P P P 3 P P

P:5,6,8,¢

llmraoperative {Abdominal)

Ilntraopcrs.tivc Neurological

JPediatric

Small Organ (1]

Neonatal Cephalic

Adult Cephalic

Cardiac [2]

[Transesophageal (Cardiac)

[Transesophageal (Non Cardiac}

Transrectal

[Transvaginal

[Transurethral

Ilntravascuiar

JPeripheral Vascular P P P P P P

P.5,6,8,9

ILapa:oscopic

Musculo-skeletal Conventional
fincluding Nerve Blocking)

Musculo-sieletal Superficial
[including Nerve Blocking)

Cther {Urological) P P P P P P

P.5,6,8,9

N: New indication; P; Previosuly cleared by F-DA; E:Added under Appendix E
Previously cleared via k091009

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

B3l Combined modes are: B+ M + PW + CFM + PD

(5] MView

{6] 3D

o %
(sl Xview _ﬁ
[10} QIMT é/

2 Strain fnm o
of Radioclagical Devices
Office of In Vmo Duagnostsc Device Evaluation and Safety

s 110 G §F

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of CORMH, Office of In Vitro Diagnostics {(OIVD)




7340 - CA431

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

ode tions

Clinic licatio B M PWD CWD Color Amplitude ;| Combined Tissue Tissue Other (specify|
Doppler Doppler [3] Velocity Enhacement
Mapping | Imaging (TEL)
VM)

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
Ilrmmopcrative {Abdominal}
I

ntraoperative Neurological

YPediatric ] P P P P P
rSmall Organ [1]

[Neonatal Cephalic

|Adult Cephalic

JCardiac [2]
[Transesophageai (Cardiac)

3 P.5,6,8,9

[Transesophageal {Non Cardiac)

[Transrectal

[Transvaginal

[Transurethral

Intravascular

|Pcn'phera.l Vascular P 3 P P P P P P:5,6,8,0,12

Laparcscopic

Musculo-skeletal Conventionai P P 4 P P
(including Nerve Blocking}

Musculo-skeletal Superficiai P 3 P P P
(including Nerve Blocking)

IOthcr {Urological) 4 |4 P P P P P P:5,6,8,9
M
N: New indication; P: Previesuly cleared by FDA; E:Added under Appendix E

Previously cleared via k091009

P P P 5,6,8,9

|3 P P:5,6,8,9

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

{3) Combined modes are: B + M + PW + CFM + PD

15t MView

I} 3D

18 VPan

19 XView

{10 QIMT

(12| Strain {Divisigh Sign.O#)

Division of Hadiologi !
: : gical Devices
Office of In Vitro Diagrostic Device Evaluation ang Safety

sk 1 0Ly

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of CDRH, Office of In Vitro Diagnostics (O1VD}



7340 - CAS31

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as fol_lows

Mode of Operations

(Clinical Application B M PWD CwWD Color Amplitude | Combined Tissue Tissue Other {specify)
Doppler Doppler [3] Velocity Enhacement
Mapping | Imaging (TEI}
{TVM)

Ophthalmic
JFetal P P P P P [3 [3 P:5.6,8, 910
JAbdominal P P P P P P P P:5.6.3,9
I[nuaopemu've (Abdominaly
I[ntmnpemr.ive Neurological
[Pediatric P P P P P P P 5,6,8,9
Small Organ (1] P P P P P P P
JNeenatal Cephalic

JAdult Cephalic

Cardiac [2|

[Transesophageal (Cardiac)

[Transesophageal (Non Cardiac)

[Transrectal

[Transvaginal

Transurethrat

Intravascular

Peripheral Vascular P P P P P P P P:5.6,8.9.12
Laparoscopic

Musculo-skeletal Conventional (including P P P P P P P P:4,56,8.9
Nerve Blocking)

Musculo-skeletal Superficia! (including P P P P P P P P:4,5,6.8.9
Nerve Blocking)

Other (Urological} P P P P P P P P:5,6,8,9

R: New indication; P: Previosuly cleared by FDA; E:Added under Appendix E

Previously cleared via k091009

1
12§
&}
]
(s
(6l
18l
19
[1e]
2]

Small Orgens includes Breast, Thyroid and Testicles
Candiac is Aduit and Pediatric
Combined modes are: B + M + PW + CFM + PD

CMM
MView
3D
VPan
XView
QIMT
Strain

i

. (Divjbon Sign-Off)
pmsuqn Radiologicay Devices
Office of In Vitro Diagnostic Device Evajuation and Safety

510K }A\HO(:’?S/

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of CORH, Office of In Vitro Diagnostics {OIVD)




7340 - CA621

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:
Mode of Operations

r+__

IClinical Application

B M PWD

CWD

Coior
Deoppler

Amplitude
Doppler

Combined
13]

Tissue
Velocity
Mapping

(TVM}

Tissue
Enhacement
Imaging [TEI)

Other {specify)

Cphthalmic

Fetal

P:5.6,8,9,10

Abdominal

P:5,6,8,9

rntraopera&ivc {Abdominal)

[ntraoperative Neurological

Pediatric

P:5.6,8,9, 10

Small Organ (1]

P:5,6,8,9

JNeanatal Cepialic

Adult Cephalic

Cardiac [2]

Transesophageal {Cardiac)

"-I‘ranscsophagcal (Non Cardiac)

[Transrectal

[Transvaginal

[Transurethral

[ntravascular

Peripheral Vascular

P:5.6,8,9,12

Laparoscopic

Musculo-skeletal Conventional
Jlincluding Nerve Blocking]

Musculo-skeletal Superficial
(including Nerve Blocking|

Other {Urological)

4 P P

P:5.6.8%

N: New indication; P: Previosuly cleared by FDA; E:Added under Appendix E

Previously cleared via k091009

i
2l
13
15§
16}
{8}
(k]
o]
2]

Small Organs includes Breast, Thyroid and Testicles

Cardiac is Adult and Pediatric

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

MView
3D
VPan
XView
QIMT
Strain

on Sign-Off)
Division of Radiclogical Devices

Office of In Vitro Diagnostic Device Evauation and Safety

510K

KW ot 5%

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of CDRH, Office of In Vitro Diagnostics {QIVD)




7340 - CAB31

Intended use: Diagnostic ultrasound imaging or fluid flow analzsis of human bodz as follows:

Mode of Operations

I__J—

FCllnieg Application

B

M

PWD

CwWD

Color
- Doppler

Amplitude
Doppler

Combined
B3

Tissue
Velocity
Mapping

Tissue
Enhacement
Imaging (TEI}

QOther (specify)

Ophthalmic

fFetal

P:5,6,8,9, 0

lAbdominal

P:5689

Intraoperative {Abdominal}

Intraoperative Neurological

Pediatric

P:5,6,8,9

ISmallOrgan[l]

INeonatal Cephalic

jAdult Cephalic

JCardiac [2)

[Transesophageal (Cardiac)

[Transesophageal (Non Cardiac)

Transrectal

[Transvaginal

[Transurethral

I'ntravascular

Peripheral Yascular

P:5.6,8,9,12

Laparoscopic

Musculo-skeleta! Conventional
I|inc1uding Nerve Blacking)

P:4,5,6,8,9

Musculo-skeletal Superficial
(including Nerve Blocking)

P:4,5.6.8,9

Other (Urological)

P

P

P

P:5,6,8,9

(1
[2f
[3
[4f
5]
(6]
18
9t
o
[12]

N: New indication; P: Previosuly cleared by F-‘.DA; E:Added under Appendix E
Previpusly ¢leared via k091009

Small Crgans includes Breast, Thyroid and Testicles

Cardiac is Adult and Pediatric

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

CMM

MView

3D
VPan
XView
QIMT
Strain

Division
Office of In Vitro D!agmg

(Difision

Sign-Off)

Ra_diobgical Devices
tic Device Evaguation and Safety

510K }L\HOQ S5

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of CORH, Office of In Vitro Diagnostics (OIVD)




7340-2 CW

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

Mode of Operations

ic licatio

B M PWD CWD Color Amplitude | Combined Tissue Tissue

Doppler Droppler [3] Velocity | Enhacement

Mapping | Imaging (TEl}
{TVM)

Ophthalmic

Fetal

fabdominal

Intraoperative {Abdominal)

intraoperative Neurclogical

Pediatric

Small Organ |1]

Neonatal Cephalic

jAdult Cephalic

Cardiac [2]

[Transesophageal (Cardiac)

[Transesophageal {(Non Cardiac)

[Transrectal

Fl‘ra.nsvagina]

[Transurcthral

Il ntravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal Conventional
[including Nerve Blocking)

Musculo-skeletal Superficial
(including Nerve Blocking)

IOther {Urological)

N: New indication; P: Previosuly cleared by FDA; E:Addcd under Appendix £

Previously cleared via k091009

11
12

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

ion Sign-

Division of Radioions i
ofin : . rologlcal Devices
Office Vitro Diagnostic Device Evaluation and Safety

510K )Z\II 06 5%

e

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of CDRH, Office of In Vitre Diagnostics (OIVD)

Other (specify}




7340-5CW

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

I Mode of Operations
IClinical Application B M PWD CwWD Color Amplitude | Combined Tissue Tissue Other (specify]

Doppler Doppler 13] Vetocity | Enhacemert

Mapping | Imaging (TEI}
(TVM)
IOph:halrm‘c
fretal
Abdominal

I-lnuaopcrau'vc [Abdominal)

Ilnuaopcralive Neurological

IPediatric

Small Organ [1]

INeconatal Cephalic

JAduit Cephalic

Cardiac [2]

[Transesophageal (Cardiac)

[Transesophageal (Noa Cardiac)

[Transrectal

[Transvaginal

[Transurethral

[ntravascular

IPcriphcra.l Vascular P

lLupa.rnscapil:

Musculo-skeletal Conventional
(including Nerve Blocking)

Musculo-skeletal Superficial
[including Nerve Blocking|

lDther {Urological}

N: New indication; P: Previesuly cleared by FDA; E:Added under Appendix E

Previousty cleared via k091009
1 Small Organs includes Breast, Thyroid and Testicles
(2] Cardiac is Adult and Pediatric

Division

ion Sign-Otf)
Radiologieal Devices

Office of In Vitro Diagnostic Device Evaiuation and Safety

510K }/\IIOQ?S/

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of CDRH, Office of In Vitro Diagnostics (OIVD)




7340 - HF CW

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

Mode of Operations

Clinic licatio

B M PWD CWD Color Amplitude § Combined | Tissue Tissue

Doppler Doppler 131 Velocity | Enhacement

Mapping | Imaging (TE!)
(TVM)

Other {specify}

Ophthalmic

Fetal

lAbdominat

Intragperative (Abdominal)

Intragperative Neurological

Pediatric

Small Organ |1]

Neonatal Cephalic

jadult Cephalic

Cardiac {2|

[Transesophageal (Cardiac)

[Transesophageal (Non Cardiac)

[Transrectal

[Transvaginal

[Transurethral

[ntravascuiar

Peripheral Vascular

Laparoscopic

Muscuto-skeletal Conventional
I[including Nerve Blocking)

Musculo-skeletal Superficial
(including Nerve Blocking)

Other {Urological)

n . " - e ——— —
N: New indication; P: Previosuly cleared by FDA; E:Added under Appendix E

Previously cleared via k103152

{u
[

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

Dhvis {Divisfon Sigr-Otf)
fon of fladiological Devices
Office of In Vitro Diagnostic Device Evaiyation and Safety

510K V\ WO Ly¥

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of CORH, Office of In Vitro Diagnostics (OIVD)




7340 - E8-5 R10P

Intended use: Diagnostic uitrasound imaging or fluid flow analysis of human body as follows:

Mode of Operations

Clinica]l Application B M PWD CWD Color
Doppler

Amplitude | Combined
Boppler {3

Tissue
Velocity
Mapping

{TVM)

Tissue
Enhacement
Imaging (TED)

Other [specify)

IOphthalmic

IFem.l

JAbdominal

Ilnuanpemtivc {Abdominal}

Intraoperative Neurological
Pediatric

ISmall Organ 1)

Neonatal Cephalic

Adukt Cephalic

Cardiac (2]

[Transesophageal {Cardiac)

[Transesophageal (Non Cardiac)

[Transrectal 4 3 B

P.5,6,8,9

Transvaginal P P B P

P:5,6,8.9

[Transurethral

ILnu‘avascular

JPeripheral Vascutar

ILa.paroscopic

Musculo-skeletal Conventional
lincluding Nerve Blocking)

Musculo-skeletal Superficial
{including Nerve Blocking)

Other (Urclogical) P P P P

F:35,6,8.9

N: New indication; P: Previosuly cleared by ‘F"'BA; E;Added under Appcnd'nc_ﬁ
Previously cleared via k091009

I Small Organs includes Breast, Thyroid and Testictes
[2] Cardiac is Adult and Pediatric

f3l Combined modes are: B + M + PW + CFM + PD

ts] MView

16] 3D

181 VPan

9 XView

St

on Sign-Of)

Radiclogical Devices

Division
Office of In Vitro Diagnostic Device Evaiuation and Safety

510K PXHDQDB’S’

Prescription Use Only Per 21 CFR 801 Part D

Cancurrence of CDRH, Office of In Vitro Diagnostics {QIVD)




7340 - EC123

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

ode o

tio

Clinic: licatio

B M PWD CWD Colar
Doppler

Amplitude
Doppler

Combined
13

Tissue
Velocity
Mapping

(TVM)

Tissue
Enhacement
imaging (TEl)

Qther (specify]

lOphahalmic

IFeta]

bdominal

[ntracperative (Abdominal)

Ilnl:ranpcrative Neurological

[Pediatric

ISma.IJ Organ [1]

[Neonatal Cephalic

I.Aduit Cephatic

JCardiac [2]

ransesophageal {Cardiac)

ransesophageal (Non Cardiac)

[Transrectal

P:5,6.8,9

[Transvaginal

P.5,6,8,9

[Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal Conventional
I[inc!uding Nerve Blocking)

Muscute-skeletal Superficial
[including Nerve Blocking)

(Other (Urological)

4 P P P

P:5,6,8,9

N: New indication; P: Previosuly cleared by F-DA; E:Added under Appendix E

Previously cleared via k091009

it
12}
13l
5l
6]
18]
19

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

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

{Diviglon Sign-off)
dlok:grcai Devices
ic Device Evaluation ang Salety

Divigion of
Office of In Vitro Diagnost

510K K\\(\Lo 5%

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of CDRH, Office of In Vitro Diagnostics (OIVD)




7340 - EC1123

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

Modo of Operations

[Clinical Application B M PWD CWD Color Amplitude | Combined
Dappler Boppler 13

Tissue
Velocity
Mapping

(TVM)

Tissue
Enhacement
Imaging (TEI)

Other (specify]

Ophthalmic

Fetal P P P P P P

P:5,6,8,9,10

|Abdominal

Intraoperative (Abdominal)

lintraoperative Neurological

Pediatric

Small Organ [1j

Neonatal Cephalic

|Adult Cephalic

Cardiac [2)

[Transesophageal {Cardiac)

[Transesophageat {(Non Cardiac)

[Transrectal P P P P B P

P:5.6,8,9

[Transvaginal P P P P 4 P

P 5,689

Fransurcthral

[ntravascular

IPeriphcml Vascular

Ilaparoscopic

Musculo-skeletal Conventional
(including Nerve Blocking)

Musculo-skeletal Superficial
(including Nerve Blocking)

Gther {Urological) P P P P [ P

P: 56,89

N: New indication; P: Previosuly cleared by FDA; E:Added under Appendix E
Previously cleared via k(91009

it] ) Small Organs includes Breast, Thyroid and Testicles
12} Cardiac is Adult and Pediatric

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

131 MView

16] klo}

[8] VPan

191 XView

(10] QIMT

[14] ElaXto

Division of Radiologicat Devices

Otfice of In Vitro Diagnostic Device Evaiuation and Safety

sk A0 § &

Prescription Use Only Per 21 CFR 801 Part D

Concurrence of CDRH, Office of In Vitro Diagnostics (OIVD)




7340 - BE1123

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

ode o

tions

Clinie licatie

B M PWD CwWD Color
Doppler

Amplitude
Doppler

Combined
13l

Tissue
Velocity
Mapping

TV}

Tissue
Enhacement
Imeging [TEI)

Other (specify}

Gphthalmic
Fetal

P.5,6,7,89

Jabdominal

l[nuaupcrative {Abdominal)

Ilnmnpemtive Neurological

Pediatric

Small Organ (1)

Neonatal Cephalic

Adult Cephalic

Cardiac [2)

[Transesophageal {Cardiac)

[Transesophageal {Non Cardiac)

[Transrectal

P:5,6,7,3,9

[Transvaginal

P:5,6,7,8,9

[Transurethrat

Ilntrava.scular

Peripheral Vascular
Laparoscopic

Musculo-skeletal Conventional
(including Nerve Blocking)

Musculo-skeletal Superficial
(including Nerve Blocking)

[other Urologicall

P P P P

P §,6.7.8,9

N: New indication; P: Previosuly cleared by F-DA; E:Added under Appendix E

Previously cleared via k091009

B}
[2]
13]
15)
6]
17
18]
19]

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

Combined modes are: B + M + PW + CFM + PD
MView
ap
4D
VPan
XView

Dhvision

ifion Sign-Of)
adiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

s U0 CFE

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of CORH, Office of in Vitro Diagnostics (OIVD)




7340 - TRT33

Intended use: Diagrostic ultrasound imaging or fluid flow analysis of human body as follows:

ode of

Clinical Application B M PWD CWD

Color
Dappler

Amplitude
Doppler

Combined
131

Tiasue
Velocity
Mapping

{TVM)

Tisasue Exhacement
Imaging (TER

Other (apecify)

Ophthalmic

JFetal

| Abdotinal

Ihxu-aopemtivc {Abdominal}

Ilntraoperm:ive Neurological

[Pediatsic

[Small Organ [1]

Jticonatal Cephalic

[Adult Cephalic

Cardiac (2]

[rransesophageal {Cardiac)

[Transesophageal (Non Cardiac)

[Transrectal P P P

P:4,5.6,8.9. 13.
14

[ Tranavaginat

[Transurethral

Iintravuuula.r

IP:n'pheraJ Vascular

ILaparoscopic

Musculo-akeletal Conventionai
(inciuding Nerve Blocking)

Muscule-skeletal Superficial
(including Nerve Blocking)

Other {Urclogical} P P L 4

P: 4,568,913

N: New indication; P: Previosuly cleared by l?.DA; E:Added under Appendix E
Previously ¢leared via k091009

1 Small Organs includes Breast, Thyroid and Testictes
12 Cardiac is Adult and Pediatric

[3t Combined medes are: B + M + PW + CFM + PD

[4] CMM

15 MView

16 3D

18l VPan

19 KVicw

113 TP View

[24] ElaXto

510K Kilog§

Oftice of In Vitro Diagnostic Device Evaluation and Satety

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of CDRH, Office of In Vitro Diagnostics (OIVD)




7340 - TEEO22

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

Mode of Operations

Clinical Application

B M PWD

CWD Tissue
Enhacement

[maging (TEl)

Tissue
Velocity
Mapping

[TYM)

Color
Doppler

Amplitude | Combined
Doppler 13}

Other (specify}

Ophthalmic

Fetal

Abdominal

intragperative {Abdominal)

Jintraoperative Neurological

Pediatric

Small Organ |1]

Neonatal Cephalic

Adult Cephalic

Cardiac [2]

[Transesophageal {Cardiac)

P:4,6,9, 11,12

[Transesophageal (Non Cardiac)

[Transrectal

[Transvaginal

[Transurethral

JIntravascular

Peripherai Vascular

Laparoscopic

Musculo-skeletal Conventional
{including Nerve Blocking)

Musculo-skeletal Superficial
{including Nerve Blocking)

Other {Urological)

Previcusly cleared via k051009

1)
12
13
4
(6]
9
(1
[12]

—
N: New indication; P: Previosuly cleared by FDA; E:Added under Appendix E

Smaell Organs includes Breast, Thyroid and Testicles

Cardiac is Adult and Pedlatric
Combined modesare: B + M +
CMM

3D

XView

Stress

Strain

PW + CW + CFM + PD

o

ion S,
, Division '90-0ff)
Office of In Vitro Diag

Radiclogical Devices
nestic Device Evatuation ang Salety

510K }L\HOQJXS(

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of CDRH, Office of In Vitro Diagnostics (OIVD)




7340 - TEEt22

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:
Mode of Operations

Clini licatio: B M PWD CWD Color Amplitude | Combined Tissue Tissue Other
Doppler Doppler 131 Velocity Enhacement {specify)
Mapping | Imaging (TEl}
(TVM}
Ophthalmic
Fetal
jAbdominal

Intracperative [Abdominal)

Intracperative Neurological

Pediatric

Small Qrgan [1]

Neonatal Cephalic

Adult Cephalic

Cardiac |2]

[Transesophageal (Cardiac| P P P P P P P P P B:4,6,9,11,12

[Transesophageal {Non Cardiac)

[Transrectal

[Transvaginal

I’-l‘ransu rethral

Intravascular

IPeriphcm.l Vascular

ILa.pa.roscopic

Musculg-skeletal Conventionat
{including Nerve Blocking]

Musculo-skeletal Superficiat
[including Nerve Blocking)

[Other {Urolegical)

N: New indication; P; Previesuly cleared by FDA; E:Added under Appendix E

Previously cleared via k091009

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

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

) 3D

19 XView

[11] Stress

(12] Strain

Division ot Radictogical Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

o AI16CSS

Prescription Use Cniy Per 21 CFR 801 Part D
Concurrence of CORH, Office of In Vitro Diagnostics {OIVD}



7340 - TEE132

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human hody as follows:

Mode o erations

Clinie: catio; B M PWD CWD Calor Amplitude { Combined Tissue

Doppler Doppler 3] Velocity

Mapping
VM)

Tissue
Enhacement

[maging (TET)

Other
{specify)

IOphthalrnic

IFcta]

JAbdominal

Intraoperative (Abdominal)
Intraoperative Neurological

JPediatric

Small Organ [1]

Neonatal Cephalic

Adult Cephalic

Cardiac [2]

[Transesophageal {Cardiac) P P P P P P P P

P:d,6,0 11,12

[Trarnsesophageal (Non Cardiac)

Frranstectal

[Transvaginal

[Transurethral

Jintravascular

Peripheral Vascular

Eapa.rosco;:ic

Musculo-skeletal Conventional
(including Nerve Blocking)

Musculo-skeletal Superficial
(including Nerve Blocking}

IOther {Urological)
——

N: New indication; P: Previosuly cleared by FDA; E:Added under Appendix E
Previously cleared via k091009

1] Small Crgans includes Breast, Thyroid and Testicles
12] Cardiac is Adult and Pediatric

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

9] XView

[11} Stress

(12 Strain

! Division&f Radiological Devices
Oftice of In Vitro Diagnostic Device Evaluation and Safety

510K P‘\}\Ob%?

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of CDRH, Office of In Vitro Diagnostics {OIVD)




7340 - IOE323

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

Mode of Operations

[ [ atjo;

B M PWD

CWD

Color
Doppler

Amplitude
Doppler

Combined
13

Tissue
Velocity
Mapping

(TVM}

Tissue
Enhacement

Imaging (TEl}

Gther (specify)

Ophthalmic

JFetal

JAbdominal

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

Ilntraoperative (Abdominal)

P:4,56,8,9,12

Ilntraoperaiive Neurological

Pediatric

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

Small Organ [i]

P:4,56.89,13

{Neonatal Cephalic

JAdult Cephalic

JCardiac [2)

[Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

[Transrectal

[Transvaginal

Frransurethral

Intravascular

Peripheral Vascular

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

Laparoscopic

Musculo-skeletal Conventional
I[including Nerve Blocking)

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

Musculo-skeletal Superficial
[including Nerve Blocking)

P:4,56,8,9,13

Other (Urological)

N: New indication; P: Previosuly cleared by FDA; E:Added under Appendix E

Previously cleared via k091009

n
2]
13l
14
151
18]
@l
9
12
13

Small Organs includes Breast, Thyreid and Testicles

Cardiac is Adult and Pediatric

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

CMM
MView
elad
VPan
XView
Strain
TP View

510K }Z\, 710109 8’4

Device Evaluation and Satety

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of CDRH, Office of In Vitro Diagnostics (O1VD}




7340 - LP323

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

8 tion;

jClinical Application

B M FWD CWD Tissue

Velocity

Mapping
(TVM)

Caolor
Doppler

Amplitude | Combined
Doppler [31

Tissue
Enhacement
Imaging (TEI)

Other (specify}

Ophthalmic

Fetal

|Abdaminal

P:4,56,89,13

Intraoperative {Abdominai}

Iintmopemtive Neurolegical

JPediatric

Small Organ [1j

JNeonatal Cephalic

|Adult Cephalic

Cardiac [2}

[Transesophagest (Cardiac)

[Transesophageal (Non Cardiac)

[Transrectal

[Transvaginal

[Transurethrai

l[ntravaacula:

IPeriph eral Vascular

ILapamscnpic

P:4,5,46.8.9,13

Musculo-skeletal Conventional
(including Nerve Blocking)

Musculo-skeletal Superficiat
(including Merve Blocking)

Other (Urological)

N: New indication; P: Previosuly cleared by FDA; E:Added under Appendix E

Previously cleared via k091009

1]
2]
131
t4]
15}
18]
18]
191
{13}

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

Combined modes are: B+ M + PW + CFM + PD
CMM
MView
aD
VPan
XView
TP View

chia
C 3 g ical Devices
Diagnostic Device Evaluation ang Satety

s1ok—_A HQ sy

Division of
Office of In Vitro Ra

Prescription Use Only Per 21 CFR 801 Part D

Concurrenice of CORH, Office of In Vitro Diagnostics (OIVD)




7340 - BS230

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

Mode of Operations

Clinic licatio, B M PWD CWD Coior Amplitude | Combined | Tissue Tissue Other (specify)
Beppler Doppler [3] Velocity | Enhacement
Mapping | Imaging (TEI)
(TVM)
(Ophthalmic
Fetal
Abdominal
I[ntmnperativc [Abdominal)
lintraoperative Neurological
Pediatric
Small Organ [1}
Neanatal Cephatic
jadult Cephalic
JCardiac [2| [4 P P P 3 P P P P P:4,6,7,8,9, 11,

12

[Transesophageal (Cardiac}

[Transesophageal {Non Cardiac)

[Transrectat

[Transvaginal

[Transurethral

Intravascular

Peripheral Vascular
Laparoscopic

Musculo-skeletal Conventional

(including Nerve Blocking}

Musculo-skeletal Superficial
[including Nerve Blocking}

Other (Urological)

N: New indication; P: Previosuly cleared by FDA; E:Added under Appendix E

Previously cleared via k021009

B3]
2]
131
4]
6]
[7]
(8l
{9
(11]
(2

Small Organs includes Breast, ThyTtoid and Testicles

Cardiac is Adult and Pediatric

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

CMM
3D
4D
VPan
XView
Stress
Strain

Division of RAdiological Devices
Office of In Vitro Diagnostic Device Evaiuation and Safety

sk JALI0CI T

Prescription Use Only Per 21 CFR 801 Pant B
Concurrence of CORH, Office of In Vitro Diagnostics (OIVD)




7340 - BC431

Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human bady as follows:

Mode of Operations

Clinic licatio

B M CWD Colar

Doppler

PWD

Amplitude
Doppler

Combined
131

Tissue
Veloeity
Mapping

{TvM)

Tissue
Enhacement

Imaging (TEI])

Other (specify)

Ophthalmic

Fetal

P.5,6,7,8,9,
10

Abdominal

P:.5,6,7.89

[ntraoperative (Abdominal)

Intraoperative Neurological

{Pediatric

Small Organ [1]

fNeonatal Cephalic

[Adult Cephalic

l;:a.rdiac 2]
ransesophageal (Cardiac)

[Transesophageal (Non Cardiac}

[Transrectal

[Transvaginal

rl‘mnsurcthral

[ntravascular

IPeriphcra.l Vascular

P:5,6,7,8912

ILapa.roscopic

Musculo-skeletat Conventional
(including Nerve Blocking)

Musculo-skeletal Superficial
(including Nerve Blocking)

Other (Urological)

Previously cleared via k091009

[
[2)
13l
5]
(6
7
18l
9
(12)

N: New indication; P: Previosuly cleared by FDA; E-Added under Appendix E

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

sion Sign-Off)

Strain

Rgdiodogica) Devices
nostic Device Evajuation ang Safety

510K %//065’5/

Offics of In Vitro Diag

Prescription Use Only Per 21 CFR 801 Part D

Concurrence of CDRH, Office of In Vitro Diagnostics (OIVD)




7340 - BL433

Intended use: Diagnostic ultrascund imaging or fluid flow analysis of human body as follows:

|

Mode of Operations

C! lie

B M PWD CWD Color

Doppler

Amplitude
BDoppler

Combined
[l

Tissue
Velocity
Mapping

[TVM}

Tissue
Enhacement
Imaging {TEI)

Other (specify)

IOphtha.lmic

IF‘cta]

[Abdominal

[ntracperative {(Abdominal)

[ntraoperative Neurological

Pediatric

P:4,5,6,7,8,9,
13

fSmal Organ [1]

P:4,5,6,7,8,9,
13

Neonatal Cephalic

Adult Cephalic

Cardiac 2]

[Transesophageal (Cardiac)

[Transesophageal (Non Cardiac)

[Transrectal

[Transvaginal

[Transurethral

lintravascutar

Peripheral Vascular

P:4,5,6,7,8,9,
13

Laparoscopic

Musculo-sieletal Conventional
{including Nerve Blocking)

P:4,5,6,7.89,
13

Musculo-skeletal Superficial
(including Nerve Blocking)

P:4,5,6,7,8,9,
13

Other {Urological)

N: New indication; P: Previosuly cleared by FDA; E:Added under Appendix E

Previously cleared via k091009

(1
121
3]
4
51
18l
7
[8]
sl
s

Small Organs includes Breast, Thyroid and Testicles

Cardiac is Adult and Pediatric

Combined modes are: B + M + PW + CFM + PD
CMM
MView
kin)

4D
VPan
KView
TP View

Sign-Otf)

itogicat Devices
Office of in Vitro Diagnostic Device Evaiuaticn and Sater,

sk LA OG ¥ &

Prescription Use Only Per 21 CFR 801 Part B
Concurrence of CORH, Office of In Vitro Diagnostics (OIVD)




