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510(k) Summary
The following 510(k) summary has been prepared pursuant to requirements specified in
21CFR 807.92(a).

807.92(a)(1)
Submitter Information

Esacte S.p.,A
Via di caciolle 15
50127 Firenze
Italy

Contact Person: Allison Scott
3 17.569.9500 x106
ascofttansongroup.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: 9OIYN, 901Y0, 90ITX

807.92(a)(3)~
Predicate Device(s)

k081794 and k091009 7340 Esaote, S.p.A.

k032875 and k0333 11 SD5500 Aloka

k003739 and k040719 4000 Aloka

Esaote, Sp.A. GOP 510(k) Page 9of 1508
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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 (TEL). 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/USH 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 is available.

The 7340 system has been cleared by FDA via kOS81794 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, CEM 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 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
measurements.

2
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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 k0333 11; 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 viak kOO3739 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 undef exam. The Aloka SD5500
system has been cleared via k032875 and k03331 1; the Aloka 4000 has been cleared
via k003739 and k0407 19.

" Esaote 7340 and 7340 upgrade, Aloka S05500 and Aloka 4000 6iltrasound systems are
designed to meet the IEC60601 -1 and IEC60601-2-3 7-safety requirements.

* Esaote 7340 and 7340 upgrade, Aloka SD5500 and Aloka49000 ultrasound systems
provide an Acoustic Output Display feature per AIUM /NEMA- standards, with
equivalent Ispta and MI maximal values. -

807.92(b)( 1)

Non-Clinical Testing

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

The system has been designed to meet the following standards:
* 1EC 60601-1
* lEG 60601-1-2
* IEC 60601-2-37
" ISo010993-1
* AJUMINEMA UD-3 - Standard for Real Time Display of Thermal and Mechanical

Acoustic Output Indices on Diagnostic Ultrasound Equipment
*AIUMJNEMA UD-2 - Acoustic Output Measurement Standard for Diagnostic

Ultrasound

3
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

Esaote, Sp.A.
%/ Mr. Mark Job
Responsible Third Party Official
Regulatory Technology Services LLC
1394 25th Street NW JUN 2 2201
BUFFALO MN 55313

Re: K1 10688
Trade/Device Name: 7340 Ultrasound Systems
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, lYO, and ITX
Dated: May 17, 2011
Received: May 18, 2011

Dear Mr. Job:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
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 TRT3 3
PA240 LA532 CA631 TEE022
PA 121 C5-2 R13 2CW TEE122
PA122 CA123 5CW TEE132
PA023 CA421 HF CW I0E323
LA332 CA 1421 E8-5 RIOP LP323
LA424 CA430 EC 123 BS230
LA435 CA431 ECI 1123 BC431
LA522 CA531 .BEI 1123 BL433



If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting Your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 895. In addition, FDA may publish
further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that
FDA has made a determination that your device complies with other requirements of the Act or anly
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 53 1-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket notification.
The FDA finding of substantial equivalence of your device to a legally marketed predicate device
results in a classification 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 80 1), please go
to http://www.fda.gov/AboutFDA/CentersOffices/CDRHCDR-HOffice/uicm 115809.htm for the
Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 807.97).
For questions regarding the reporting of adverse events under the MDR regulation (21 CER Part
803), please go to http://www.fda. gov/MedicalDevices/Safetv/ReportaProblem/defautt.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,

Mary S. Pas el, 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
51 0(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, lntraoperative (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 Subpa-rt 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)

Diion Sign-,ff

Office of In Vitro Diagnostic Device
Evaluation and Safety

5 1 0(k) YI1
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Mod.7340 upgrade
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mode. of overalos

clinica Bvu~ M FWD CWD Color Amplitude Combined Tissue Tissue Other (apecify)
Doppler Doppler [31 Velocity Enhacement

Mapping Imaging frEll

Ophthalmic

Feta P P P P P P P P: 4.5.6,7,8,9,10
13

Abdominal P P P P P P p p P: 4.5,6.7,8,9.13,

lnlraoperative (Abdominal) P P P P P P P P: 4,5,6.8,9,13

lntoperstive Neurological

Pediatric P P P P P P P P P: 4.5,6.7.,9913

Small organ[I[ P P P P P P P P:4,5,6, 7,8,9,13
14

Neonatal Cephalic P P P P P p P P P: 5,6.8,9

Adult Cephalic P P, P P P P P P P: 6.8.9; N: I5

CardiacI121 P P P P P P P P PI 6J P: 4.5,6.7,8,9,.It

Transesciphageoll(Cardiac) P P P P P P P P P P: 4.6,9,11,12

Transesophageal (Non Cardiacl

Transretal P P P P P P p P: 4,5,6,7,8,9, 13
14

Transyaginad P P P P P P P P: 5,6,7,8,9.14

Tranaurethiral

Intravacular

peripheral Vascular P P P P P P P P P: 4.3,6.7.8,9,O0
12, 13;:N: I5

Laparoscopic P P P P P P P P: 4.5.6,8,9.13

Musculo-seletal Convenions] P P P P P P P P: 4.5,6.7,9.913
(including Nerve BlocleingI 14

Musculo-skeletai Superficial P P P P P P P P': 4.5.6,7,8,9,13
(including Naet Bloclcing) 14

Other (Urological P P P P P P P P:4567893

N; New, indication; RP Previosuly cleared by FDA; EAdded under Appendix E

(ll Small Organs inctudes Breast, Thyroid and Testicles
121 Cardiac is Adult and Pediatric

[31 Combined icesam:B M PW +CW CFM PD

141 CMM
[S1 IdViewa

[61 3D

[8I VP.n (D 4n Sign-Off1)
191 Xiew DSIA n faadcogical Devices

191 QvIMT ~fi
l10i QWoffice of in Vitro Diagnostic D)evice Evaluiation and Safety

[121 strainm_ _ _ _ _ _

1131 TP View,
1141 Elaxto

1151 Quality Doppler Profile, lOW')
1161 Includes contrast (ColI) in Adult Cardiac for left ventricle opacification and
visualization of the left venri culrndocardial border

Prevriously cleared! via k081794 and
k091IOO9 Prescription Use Only Per 21 CFR 801 Part D

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



7340 - PA230
Intended use: Diagnostic ultrasound iaging or fluid flow analysis of human body as follows:

Mod. of O oenis
Clina A ,Ucatio B M PWD CWD Color Amplitude Combined Tissue Tissue Other (specify)

Doppler Doppler (31 velocity Enhacement
Mapping Imaging CrEll

Ophthalmic

Fetal

Abdominal P ? P P P P p p P: 6,8,9

lntraoperative (Abdominal)

Introperative Neurological

Pediatric

Small Organ [il

Neonatal Cephalic

Adult Cephaic P P P P P P P P P: 6.8,9
Cardiac [2] P P P P P P p p P[16] P:469,1,

Trarsesophageal (Cardiac)

Transesophageal (Non Cardiac)

Trunretal

Tranwsaginal

Transuretrrs

Intavasicular

Peripheral vascular

Laparoscopic

Nusculo-skeletal Conventional (including
Nerve, Blocking)

Musculo-skeletal Supericial incldin
Nerve Blocking)

Other (Uirlogicil

N: New indication; P: Previoisuly cleared by FDA; EAdtied under Appendix E
Previously cleared via k0V 1009

(1I Small Organs includes Breaist, Thyroid and Testicles
(21 Cardiac: is Adult and Pediatric
131 Combined nodes are: B .M M -WCW -CFM - PD

(4) CMMsi (Diriori Sign-Ot1613D n iviio Radiological Devices
(6l 3Doieo nvitro Diagnostic Device Evaluation and Safety

(91 )CView 510K S' \'~ 0  )
(it] Stress
(121 Strain
(161 Includes contrast ICnTII in Adult Cardiac for left ventricle opaclilcation and visutalization of
the left ventricular endocardial border

Prescription Use Only Per 21 CPR 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 bady as follows:

Mode of Operstiont

CUc. adoI.U B M PWD CWD Color Amplitude Combined Tissue Tissue Other (specify)
Doppler Doppler [3) Velocity Enhacement

Mapping Imaging (TEll
(r/M)

Ophthalmic

Fetal
Abdominal p P P p p P P P P:8, 9

Iantoperative (Abdominal)

Intreoperative Neurological

Pediatric
Small Organ [1)

Neonatal Cephalic

Adult Cephalic p p p P P P P 1,p P:9,9; N:I15
Cardiac[121 p p p P P P P P P[ 161 P: 4,,9,11,12

Tranisesophageal (Cardiac)

rnsesophegeali (Non Cardiac)

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparosco pie

Miuos,keletal Conventional
(including Nerve Blocking)

Musculo-skeletal Superficial (including
Nerve Btocling
Other (tirological)

N: New indication; P: Eteviosuly cleared by FDA; E:Added under Appendix E
Previously cleared via 1,09 1009

IIl Small Organs includes Breast, Thyroid and Testicles
121 Cardiac is Adult and Pediatric
131 Combined modeae: B4 M+.PW4+CW+ CPM.+PD
l41 CMM
181 Van
191 xview
Ill] Stress
[12] Strain
1151 Quality Doppler Profile (QDP)
1161 Includes contrast (Cnfl) in Adult Cardiac for left ventricle opacilication and visualization
of the left ventricular endlocardisi border (D i n gnOff)

Division oRadiolog"ical Devices
Office of In tro Diagnostic Device Evaluation and Safety

510K __1A__ _

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



7340 - PAl 21
Intended use: Diagnostic ultrasound imaiino or fluid flow analysis of human bady as follows:

Clbclal Atlinig B M PWD CWD Color Amplitude Combined Tissue Tissue Other (specif')
Doppler Doppler [3) Velocity Enhacement

Mapping Imaging (TEI)
(NvM)

Ophthalmic

Fetal

Abdominal P p P P P P P P P: 8, 9
lntraorperative (Abdominal)

Intraoiperative Neurological

Pediatric

Small Organ II

Neonatal Cephalic

Adult Cephalic

Cardiac 121 p p P P P P p p P: 4,8,9, 11.
12

Transesophageal (Cardic)

Transesophagleal (Non Cardiac)

Tramirectal

Tranavagial

Tranaurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-sketetal Conventional
(including Nervec Blocking]

Musculo-skeletal Superficial
(including Nerve Blocking

Other (Urological

N: Nets indication; R Ptevosuly cleared by FDA; E:Added under Appendix E
Previously cleared via k09 1009

P] Small Organs includes Breast, Thyroid and Testicles
121 Cardiac is Adult and Pediatric
131 Combinedmoodes we: B+M +PW CW+-CFM + PD
(4) CMM
181 W~an

I91 Xviewv
[III Stress

1121 Strain

(D Sign-OMf

Dfic siIoVt o osi I Devicesurio n a

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



7340 - PA122
Intended use: Diagnostic ultrasou nd maciing or fluid flow analysis of human body as follows:

Mode of oersto.

Cinleat A9,licatioa B M PWD CWD Color Amplitude Combined Tissue Tissue Other (specify)
Doppler Doppler 131 Velocity Enhaecent

Mapping Imaging (TI)
(TVM)

Ophthalmic

Petal

Abdominal

lntraoperative (Abdominal)

lntraoiperative Neurological

Pediatric P P P P P P P P P: 6,S,9

Small Organ [Il

Neonatal Cephalic P P P P P P P P P; 68,9

Adult Cephalic

Cardiacj[21 P P P P P P P P P P:46,S,9,,
12

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Tran srectal

Tranaginal

Tran surethral

IntravaScular

Peripheral Vascular P P P P P P P P P:68,9,12
Laparosopic

Musculo-slcetal Conventional
(including Nerve Blocldng) I
Musculo-skeletal Superficial
(includingNevBlcig

Other (Urological)

N: New indication; P': Previosuly cleared by FDA; E:Added under Appendix E
Previously cleared via k09 1009

(ll Small Organs includes Breast. Thyroid and Testicles
121 Cardiac is Adult and Pediatric
131 Combined modes are: B + M PW +CW +CFM +PID
[4) CMM
[6) 3D
[8) Wan
[9) xview,
[Ill Stress ~
1121 Strain (vgo inO

Divsion of Radiological Devices
Office Of In Vitro DiagrostiC Device Evauato and Salery

51 ON

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



7340 - PA023
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mode of Orieration

Cliia A1 hctic B Li PWD CWD Color Amplitude Combined Tissue Tissue Other (specify)
Doppler Doppler [3) Velocity Enhacement

Mapping imaging frEl)
(TVM)

Ophthalmic

Petal

Abdominal
Intritoperative (Abdominal)

lntraoperative Neurological

Pediatric P P P P P P P P: 8, 9
Small Organi [lj

Neonatal Cephalic P P P P P P P P:8, 9
Adult Cephalic

Cardiac[(21 P P P P P P P P;:4,8,9.,112

Transesophageal (Cardiac)

Transesophagesi (Non Cardi

Tanarectal

Transivaginal

Transuethral

Intravascular

Peripheral Vascular P P P P P P P P8,9
LaparoscopicI

Musculo skeleeal Conventional
(including Nerve Blocking)

Musculo-skeletal Superficial
(including Nerve Blocing)

Other (Urological)

N: New, indication; Pf. Pteviosuly cleared by FDA; E:Added under Appendix E
Previously cleared via 11,091009

III Small Organs includes Breast, Thyroid and Testicles
[2) Cardiac is Adult and Pediatric
(31 Combined modesawe: B+-M +PW+-CW +CFM +PD
141 CMM

191 XViev
Jill Stress
112) Strin5&

(DvOhSign-OMf

Office of In Viro Diagnotic Device Evaluation and Safety

510K 0C ('

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



7340 - LA332
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mode of OneratIo.

Clirinil APlicatlon B M FWD CWD Color Amplitude Combined Tissue Tissue Other (specify)
Doppler Doppler (31 Velocity Enhacement

Mapping Imaging (TEI)
(TVM)

Ophthalmic

Fetal

Abdominal

lntxaoperaive (Abdominall

lntraoiperative Neurological

Pediatric P P P p p p p P: 4,5,6,8,9, I3

Small Organ J1I P P P P P p P P: 4,5,6,8,9, 13,
14

Neonatal Cephalic

Ault Cephalic

Cardiac 121

Transesophagea.] (Cardiac)

ransesophageal (Non Cardiac)

Tran srectal

Tranavaginal

Transuretriral

Intravascular

Peripheral Vascular P P P P P p P P; 4,5.6,9,9, 10,
12,1l3; N: 15

Laparoscopic

Musculo-skecletal Conventional P P P P P P P P: 4, 5,6, 8,9.1I
(including Nerve Blocking)

rMuscul-skeletal Superficial P P P P P P P P:456,93
(including Nerve Blocking)

Other (Urological

N: New, indication; P': Previosuly cleared by FDA; E:Added under Appendix E
Previously cleared via k09 1009

Ill Small Organs includes Breast, Thyroid and Testicles
12j Cardiac Is Adult and Pediatric
(31 Combined modes are: B - M w PW GEM + PD
141 CMM
15) MView
(61 3D

191 wane Sion Sign-Ot
(101 IMT MS ol Radclogical Dam~es

111 Sri n Offie0 In V -rtro Diagnostic Devie Ev~ skao and Safety

[131 TP Vierw
1141 ElaXto 50
[151 Quality Doppler Profile (QDP)

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



7340 - LA424
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mof"e Of O'.r.n

C y1 p tin 13 M PWD CWD Color Amplitude Combined Tissue Tissue Other (specify)
Doppler Doppler [3[ Velocity Enhacement

Mapping Imaging (TEl)
fTVM)

Ophthalmic

Fetal

Abdominal
tntraoperative [Abdominal)

lntroperative Neurological

Pediatric P P P p p p P: 4,3,6,i,9,

Smnall Organ [11 p p P P P P P: 4,5,6,8,9.

Neonatal Cephalic
Ault Cephalic

Cardiac 121
Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Tran arectal

Tranwsaginal

Tran surethral

Intravascular

Peripheral Vascular P P P P P P P: 4, 5.6,9.9.9
_____________________________________ _______12,13

Laparoscopic

Musculo-skeletal Conventional P P P P P P P ,5 ,89
(including Nerve Blocldngl 1
Musculo-skeletall Superficial P P P PPPP:45,,8,9
(including Nerve Blocking) 1

Other (U.rological)

N: New indication; P: Previosuty cleared by FDA; E:Added under Appendix E
Previously cleared via 1009 1009

Ill Small Organs includes Breast, Thyroid and Testicles
121 Cardiac is Adult and Pediatric
[1I Combined modesare: 82+ M + MW+ CW +CFM + PD
141 CMM
151 Mview
161 3D
(81 VWan
191 xview
[121 Strain ( ion Sign-f

131 TP View Division d, oiCal Devices
Oftie of In Vrtro Dagnostc Device Evajuation and Satet

51 O( Aiou ('-V

Prescription Use Only Per 21 CFR 801 Padt D
Concurrence of CDRH, Office of In Vfitro Diagnostics (OIVID)



7340 - LA435
Intended use: Diagnostic ultrasound Imaging or fluid flow analysis of human body as follows

Mod, of Ovesratio.

Clinical Anylicatlon a M PWD CWD Color Amplitude Combined Tissue Tissue Othier (spcify]
Doppler Doppler 131 velocity Enhacement

Mapping Imaging RTEI)
(TVM)

Ophthalmiac

Fetal

Abdominal

Intrioperative (Abdonminal)

lntraioperative Neurological

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

Small Organ Il P P P FP P P P; 4,5,6, 8,9,
_________13, 14

Neonatal CephaLc

Adlt Cephalic

Cardiac (21
Transesophageal (Cardiac)

Transesophageal (Non Cardiact

Tran rectal

Tran avaginal

Tran sure thral

Intravascular

Penipheral vascular P P P, P P P P; 4,5,6,8,9,
12.13

Laparosco pic

Musculo-skeletal Conventional P P P P P P P: 4,.5.6, 8.9.
(including Nerve Blockingj 13,14

Musculo-skeletal Superficial P P P P P P P: 4, 5, 6,8, 9,
(including Nerve Blocldng) 13,14

Other lLUrologicall

N: New indication; P. Previosuly cleared by FDA; S Added under Appendix £

Previously cleared via k09 1009

III Small Organs includes Breast, Thyroid and Testicles
121 Cardiac is Adult and Pediatric
131 Combined modes am: BM+PW+-CW+,CFM4-PD
141 CMM
151 MView
161 3D

181 vPan

(91 xview
[121 StrainI io

31TP Views Office ofIn Vitro Diagnostic Devce Evaluation and Safety
[ 1 41 E la X to G O ) ( -

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



7340 - LA522
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mode of opieratIon

Cliic Uptcatlo B M PWD CWD Color Amplitude Combined Tissue Tissue Other (specify)
Doppler Doppler 13[ Velocity Enhacennent

Mapping Imaging tTEl)
tTVM)

Ophthalmic

Fetal

Abdominal

lntraoperative (Abdominal)

lntraopierative Neurological

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

Small Organ 111 P P P P P P P P: 4,5,6,8,9,
13, 14

Neonatal Cephalic
Adult Cephalic

Cardiac [21
Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

rail rectal

Trartavaginal

Trarsurethral

Intravasiular

Peripheral Vascular p p P P P P P P;4,5,6,8,9,
10, 12, 13

Laparoscopic

Musculo-skeletal Conventional
(including Nerve Blocking)

Musculo-skeletal Superficial
(including Nerve, Blocking)
Other lUrological)

N: New, indication; P: Previosuly cleared by FDA; E:Added under Appendix b
Previously cleared via kOO 1009

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

(31 Combined modesawe: B+. M - PW+CW CFM +PD
J41 CMM
[Sj MView
161 3D
181 V~an
19j Xview
10j QIMT

1121 Strain n riin
[131 TP Vie" Dv odiologgca Devices

1141 ElaXto Office Of In Viko Diagnostic Device Evaluation and Safety

510K ki'~

Prescription Use Only Per 21 CFR 501 Part D
Concurrence of CDRH, Office of In Vitro Diagnostics (CIVO)



7340 - LA523
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mode of GDelatlof

Clinical Applcatlon B M PWD CWD Color Amplitude Combined Tissue Tissue Other (specif)
Doppler Doppler [31 Velocity Enhacement

Mapping Imaging (TEl)

Ophthalmic

Fetal

Abdominal

lntraoperauive (Abdominal)

lntraoperative Neurological

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

Small Organ[I~ I p p Pp P P P P; 4.5.6,8.9.13,
14

Neonatal Cephalic

Ault Cephalic

Cardiac [21

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Tran sec tal

Tran saginal

Trarnsurethral

Intavscular

Peripheral Vascular P P P P p p P P: 4,5,6AS9, 10,
12,1I3.N:15

Laparoscopic

Musculo-skeletal Conventional p p p p p p p P': 4,5.6,8,9,13,
(including Nerve Blocking) 14

Musculo-skeletal Superficial P P P P p p p P: 4,5,6,8,9,13,
(including Nerve Bokn)14

Other (Urological)

N: New indication; R Previosuly cleared by FDA; E:Added under Appendix E
Previously cleared via k09 1009

[I] Small Organs includes Breast, Thyroid and Testicles
12) Cardiac is Adult and Pediatric
131 Combined modes are: B M - PW +CFM - PD
141 CMM
151 Wtie
161 3Dl
181 VPan - 4-
1101 QIMT Oto.' Sign-Off)
1131 TP Vic. 09iintf ailg Devices
(141 ElaXw ffc oflIn Vitro Diagnostic Device Evauiton and Safety
(151 Quality Doppler Proidile )QDP)51K 4) ((,k

Prescription Use Only Per 21 CFIR 801 Part D
Concurrence of CDRHK Office of In Vitro Diagnostics (OIVD)



7340 - LA532
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mad, of Overatiom,

temial Apicatio B N PWD CWD Color Amplitude Combined Tissue Tissue Other (specify)
Doppler Doppler 131 Velocity Enhacmnt

Mapping Imaging (TEll
(r/M)

Ophthalmic

Fetal

Abdominal
lntraoperative (Abdominal)

Intratoperatve Neurological

Pediatric P p p P p p p P: 4,5,68,9,13

Small Organ [1] p p p p p p p P: 4,5,6,8.9.13

Neonatail Cephalic
Ault Cephalic

Cardiac [2)
Transesophogeal (Cardiac)

Transesophageal (Non Cardiac)

Tran srectal

Tranauvaginal

Transurethral

Intravascular

Peripheral Vascular p p p p p p p P45,6,99
12.13

Laparoscopic

Musculo-skeletal Conventional
(including Nerve Blocldng)

Musculo-skeletal Superficial
(including Nerve Blocking)

Other (Urological)

N: New indication; P: Freviosuly cleared by FDA; E:Added under Appendix E
Premiusly cleared via k09 1009

Ill Small Organs includes Breast, Thyroid and Testicles

121 Cardiac is Adult and Pediatric
131 Combined maodes are: B M+ PW CW 4CFM+-PD
(41 CMl
(5I MView
(6) 3D
181 VPan
(91 XView
(121 Strain o on Signlf
[131 TP Vic. Dilon Radlioogical Devices

Office of In Viro Diag osGC Device Evaluation and Safet

510K< 1 oCC~

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



7340 - C5-2 R1 3
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mode of operatioc,
Clhidd fylea B N PWD CWD Color Amplitude Combined Tissue Tissue Other (specifyJ

Doppler Doppler [31 velocity Enhacement
Mapping Imaging CTEII

(TvM)

Ophthalmic

Fetal p p p p p p p P: 5,6,8,9,l10

Abdominal P P P p p p p P: S.6,8.9

lntraoperative (Abdominal)

lntraoiperative Neurological

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

Small Organ Ill

Neonatal Cephalic P P p p P P p P: 5,6,8. 9

Adult Cephalic,

Cardic 121

Transesophageal (Cardiaci

Transesophagecal (Non Cardiac)

Tran arec tal

Transvaginal

ran,,, et hral

Intravascular

Peripheral vascular P p P jp P p p P: 5,6, 8,9.12
Laiparoscopic

Musculo-skeletal Conventional ______

(including Nerv Blocking)

Musculo-skeletal Superficial
(including Nerve Bloking]

Other (Urological)

N: New indication; P: Pt-eviouly cleared by FD;E:Added, ude Appendix E
Previously cleared via kiN 1009

(11 Small Organs includes Breast, Thyroid and Testicles
121 Cardiac is Adult and Pediatric
131 Combined modes are: B +M - PW + CFM + PD
(5) Mvim,
16] 3D
181 v~an
191 XView
112] Strain I sion Sign-OMf

Offie of In Viwo Diostic Devcevalatin and Safety

510K

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



7340 - CA123
Intended use: Diagnostic ultrasoun imaging or fluid flow analysis of human body as follows:

Mode of Oseratlo.

Cl~lP A lies io B Pd PWD CWO Color Amplitude Combined Tissue Tissue Other (specify)
Doppler Doppler 131 Velocity Enhacement

Mapping Imaging rTEI
frvMl

Ophthalmic

Fetal

Abdominal

Intracoperative (Abdominal)

lntraoiperative Neurological

Pediatric P p P P P P P P; 5,6,8,9

Small Organ [1] P P P p P P P P: 4,56,8, 9

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

Adult Cephalic

Cardiac [21 P P P P P P P P: 4.5,6,S. 9, 1l,
______________________________12

Transcsophagea] (Cardiac)

raunsesophagead (Non Cardiac)

Transrectal

Tranaivaginal

Transurethral

latravascular

Peripheral Vascular P P P P P P P P: 5,6,8,9,12;:N:
______________________________ _______ _______15

Lapaxoscopic

Muscuto-skeletal Conventional P P P P P P P P: 4,5,6,8,
(including Nerve Blocking)

Musculo-skeletal Superficia P P P P P P P P45,6,9
(including Nervec Blocking)

OhrUrlogical

N: New indication; P: Previosuly cleared by FDA; E:Added under Appendix E
Previously cleared via W091009

[II Small Organs includes Breast, Thyroid and Testicles
[21 Cardiac is Adult and Pediatric
[31 Combined modes are: B - M , PW ,CR4 PD
[41 CMM
[5l MView
[61 3D
[81 Wan

[91 xview
[llJ ~~Stress .nOf

121 Strain Divsion of Radiological Devices
[15j Quality Doppler Profile (QOP) Office of In Vitro Diagnostic Device Evaluavton and Safety

510 -) I __ ( ____ ii

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



7340 - CA421
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows.

Mode of operationh

atals oP~cU a M PWD CWD Color Amplitude Combined Tissue Tissue, Other (specif)
Doppler Doppler 131 Velocity Enhacement

Mapping Imaging CTEl)
(TVM)

Ophthalmic

Fet P P P p p P P P: 5,689,0

Abdominal P P P p p p P P: 5.6,8. 9
lntraoperative (Abdominal)

lntraoperative Neurological

Pediatric P P P p p P P P: 5, 6,8, 9
Small Organ III

Neonatal Cephalic

Adult Cephalic

Cardiac 121
Transesophageal (Cardiac)

Transesaphageal (Non Cardiac)

ranarctal

Tranavaginal

Transurethral

Intravascular

Peripheral Vascular p p P P p p P P:5,6,8.9,12

Laparoscopic

Musculo-skeletal Conventional
(including Nervec Bloking)

Musculo-skecletal Superficial
(including Nerve, Blocking)

Other (Urogical) P P P P P P P P5,6.8,9

N: New indcatnon; P: Previosuly cleared by FDA; E:Addedi under Appendix E
Pr-eviou sly cleared via W09 1009

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

131 Combined modes are: B + M + PW + CFM + PD
15) MViewr
(6) 3D

[9) xview
1101 QIMT
1121 Strain Sign-Off)

E~fin falkg.alDevies
Office Of In Vitro Diagnostic Device Evejalion and Safety

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



7340 - CA1 421
Intended use: Diag nosUc ultrasound imaging or fluid flow analysis of human body as follows:

Mode of O0ertlon.

Clti~ e ioleatto a M PWD CWD Color Amplitude Coumed Tissue Tissue Other (specify)
Doppler Doppler 131 Velocity Enharcement

Mapping Imaging (TEIl
rrvM)

Ophthalmic

Fetal P P P P ? P P P:5. 6,8,9.l10

Abdominal P P P P P P P P: 5.6,8,9
Intrsoperative (Abdominal)

lntraoperative Neurological

Pediatric P P P P P P p P:S. 6,8.9
Small Organ III

Neonatal Cephalic
Adult Cephalic

Cardiac [21

Transesophageal (Cardiac)

Transcsophageal (Non Cardiac)

Transrectal

Transvaginal

Transau ret hral

lntravarcular

Peripheral Vascular P P P P P P P P .68,9,12

Laparoscopic

Muscuto~skeletsl Conventional
(including Nerve Blockingj

Musculo-skeletal Superficial
(including Nerve Blocking)

Other (Urologicall P P P P P P P P5,6,8,9

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

[ll Salli Organs includes Breast, Thyroid and Testicles
121 Cardiac is Adult and Pediatric
131 Combined modes rue: B + M - PW +CR4 I PD
151 MView,
[61 3D
18 VWan

[9) XViem
[I01 QIMT
112) Strain

Ofie of In Vitro Daagnostc Device Evaluaton and Safety

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



7340 - CA430
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mode of Otato

Mnc lcAolatlo B M PWD CWD Color Amplitude Combined Tissue Tissue Other (specify)
Doppler Doppler [31 velocity Enhacerent

Mapping Imaging (TEI)
(TVM)

Ophthalmic

Feta 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
Intrauperative (Abdominal)

Introperatve Neurological

Pediatric
Small Organ I I

Neonatial Cephalic
Adult Cephalic,

Cardiac [2)
rainsesophageal (Cardiac)

Transesophageald (Non Cardiac)

Transrectal

Transivaginal

Transurethral

Intravascular

Peripheral vascular P P P p P P P P5,6,8,9
Loparosco pie

Musculo-skeletal Conventional
(including Nerve Blocking)

Musculo-skeletal Superficial
(including Nerve Blocking)
Other (rological P P P P P P P P5,6,8,9

N: New, indication; P: Previosuly cleared by FDA; E:Added under Appendix b
Previously cleared via k09 1009

III Small Organs includes Breast, Thyroid and Testicles
121 Cardiac is Adult and Pediatric
131 Combined imodcs are: B - M -PW -CFM 4PD

(Sj MViewv
161 3D
181 vWan
( 9 1 

X V i e v ,4 
j

1121 Strain nSgn-Off)
Of~eof In Vtro Diagnostic Device Evaluation and Safety

510K (<S

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



7340 - CA431
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mode of Oaenatioas

Cliica Aplicatlo B M FWD CWD Color Amplitude Combined Tissue Tissue Other (specifyl
Doppler Doppler 131 Velocity Enhacement

Mapping Imaging (TEI(
ITVMI

Ophthalmic

Feta P P P P P P P P: 5,6,8,9,l10

Abdominal P p p p p p P P: 5,6.8.9
lntoperatwe (Abdominal)

Intrmoperative Neurological

Pediatric p p P P P P p P: 5,6, 9
Small Organt Ill]

Neonatal CephalicI
Ault Cephalic

Cardiac [21 ___ ________

Tranistsophageali (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

Tradsurethral

Intravascular

Peripheral Vascular P P P IP P P P P': 5, 6,8,9,12

Laparoscopic

Musculo-skeletal Conv entional P P P P P P P P: 5,6,8.9
(including Nerve, Blockingj
Musculo-skeletal Superficial p p p P P P P P: 5,6,8,9
(including Nerve Blocking]

Other (Urologica) P P P P P P P P58

N: New indication; P: Previosuly cleared by FDA; E:Added under Appendix E
Previously cleared via k09l009

[II Small Organs includes Breast, Thyroid and Testicles

121 Cardiac is Adult and Pediatric
131 Combined modes, awe: B + M + PW +CFM + PD
15I Mview
[61 3D

181 VP.n
191 Xvim 7
(101 QINT 6.,2Q '6
(121 Strain 9D Sign

Office Of In Vtro Diagnostic Device EValluatio and Safety

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of CDRH, Office of In Vitro Diagnostics (O1IO)



7340 - CA531
Intended use: Diagnostic ultrasound iiaging or fluid flow analysis of human body as follows a

Made of Oneation

clincal AliamsB M PWD CWD Color Amplitude Combined Tissue Tissue Other Ispcitl

Doppler Doppler [31 Velocity Enhacernent
Mapping Imaging TrEll

frvlMl

Ophthalmic

Fetal P p p P P P P P:53.6,8,9,.10

Abdominal P p p P P P p P; 5.6,8,9

[ntzmoperative (Abdominal)

Ineroperative Neurological

Pediatric P p P p P P P 5,6.8,9

Small Organ~l p1 P p P p P P p

Neonatal Cephtilic

Adult Cephalic

Candiac [21

Tranaeacphageal (Cardiac)

Transesiophagead (Noes Cardiac)

Tranaremcal

Transvaginal

ransurethral

lntnvacular

Peripheral Vascular P p p P p P p P: 5.6.8.9.12
1.apama.c i

Muaculo-skeleta1 Conventional (including P P p p P P P P: 4. 5.6,8,9
Nerve Blocking)

Musculo-akelelal Superficial (including P P p p P P P p 4.5 6.8.9
Nerme Blocking)

Other fUrlogicalj P p p p p P P P5,6,8,9

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

Previously cleared via kOQ 100

Ill Small Organ. includes Breast, Thyroid and Testicles

121 Cardiac is Adult and Pediatric

131 Combined modes am;: B - M - PW - CEM - PD

141 CMM
[51 Mview
[61 3D

[81 VP.n
191 xview
110[ QIMT 91Sgn0?strain Office of In Vio Dagostic Device Evauaon end Safety

510K , i<

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



7340 - CA621
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:.

Made of Ooergitlon.

clinical Aolicatlo B M PWD CWD Color Amplitude Combined Tissue Tissue Other (specify)
Doppler Doppler [31 Velocity Enhacement

Mapping Imaging (TEl)
(TVM)

Ophthalmic

Fetal p p p p p p P P: 5.6.8.9,l1

Abdominal P P P P p P P P: 5, 6,8,9
Intranperative (Abdominal)

lntratopcrative Neurological

Pediatric p p p p p p p P:S. 6,8,9, 10

Small Organ Ill] P: 5,6,8,9

Neonatal Cephalic

Adult Cephalic

Cardiac [21
Transcsophageal lCardiacl

Transesophageal (Non Cardiac)

Tran arectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular P p p p p p P P5.6,8.9.12

Laparoscopic

Musculo-skeletal Conventional
(including Nerve Blocking

Musculo-skeletal Superficial
(including Nerve Blocking

Other (rologicat( P p p P P p P P5,6,8,9

N: New, indication; P: Previosuly cleared by FDA; E:Added under Append.c E
Previously cleared via 1,091009

III Small Organs includes Breast. Thyroid and Testicles
j21 Cardiac is Adult and Pediatric
[3) Combined modes are: B + M . PW . CFM . PD
151 MVeW1
161 3D
(81 Want

l91 Xview
1101 QIT
1121 Strain iDoons Sgn-Off)

DI CRdi4ogice Deixes
OMice of In Vitro Diaghosti Device Evaluation and Safety

510K K C) (-o __

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



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

Mode of Onrton

ClinicQ 11cM ato B M PWD CWD Color Amplitude Combined Tissue Tissue Other (specify)
-Doppler Doppler 131 Velocity Enhacement

Mapping Imaging (TEl)

Ophthalmic

Fetal P p p p P P P P: 5,6,8,9, t0

Abdominal p p p p p p p P: 5,6,8,9

Intraoperative (Abdominal)

lntraoiperative Neurological

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

Small Organi IjIj

Neonatal Cephalic

Ault Cephlic

Cardiac [21

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transiaginal

ransurethral

Intravascular

Peripheral Vascular P p p p p F P P: 5,6,8,9,12
Laparosco pie

Musculo-skecletal Conventional P p p p P P P P; 4,5.,8,9
including Nerve Blocking

Musculo-skeletal Superficial p p p p p pP P: 4,5.6.8.9
(including Nerve Blocking

Other (Urological) P p p p pp P P. 5,6, 8.9

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

ItI Small Organs includes Breast, Thyroid and Testicles
[21 Cardiac is Adult and Pediatric
[31 Combined modesare: B+- M -PW ICFM +PD
[41 CMM
15] MView
[61 3D

[101son Srgn-OtM111QIMT 7 DMsi*On Radcliogicai Devices
1121 Strain Offi"e Of In Vitro Dignstic Device Evauton arid Safety

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of CDRH, 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 Operatio
clia Apicatlo B Si PWD CWD Color Amplitude Combined Tissue Tissue Other (specify)

Doppler Doppler [31 Velocity Enhacement
Mapping Imaging (TEI)

(TVM

Ophthalmic

Feta

Abdominal

lntraoperative (Abdomninal[

lntraoperative Neurological

Pediatric

Small Organt IlI

Neonatal Cephalic

Ault Cephalic

Cardiac [2) p

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

ranaecta

Transeaginal

Tramsurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal Conventional
(including Nerve Blocking)

Musculo-skecletal Superficial
(including Nerve Blocking)

Other (Urological)

N: New indication;?P: Previosuly cleared by FDA; E:Added under Appendix E
Previously, cleared via kO9 1009

Ill Small Organs includes Breast. Thyroid and Testicles
[2J Cardiac is Adult and Pediatric

Office of in Vitro Owigr'o~ C DeVice EValtjaljon and Safety

510K

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



7340 - 5 CW
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mod, of Oneratio.

clinica Apiatlo B M PWD CWD Color Amplitude Combined Tissue Tissue Other (apecify)
Doppler Doppler 131 velocity Enhacement

Mapping Imaging (TEl)
(TVM)

Ophthalmic

Fetal

Abdominal

Intraoperative (Abdominal)

lntraoperatve Neurological

Pediatic

Small Organ [11

Neonatal Cephalic

Adut Cephalic

Cardiac [21

Transesophagead (Cardiac)

Trarsesophaigeal (Non Cardiac)

ransrectal

Tranavaginal

ransurethral

Intravascular

Peripheral Vasculart P

Laparoscopic

Musculo-skeletal Conventional
(including Nerve Blockingi

Musculo-skeletal Superficial
(including Nerve Blocking)

Other (Llrological)

N: New indication; P: Prvosuly cleared by FDA; £:Added under Appendix E
Previously cleared via k09 1009

[1) Small Organs includesfBreast, Thyroid and Testicles
121 Cardiac is Adult and Pediatric

iy iio od snO ff

Ofie Of In Vitro Diagnostic Devie Evaluation and Safety

510K__ __ _

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



7340 - HF CW
Intended use: Diagnostic ultrasoun imaging or fluid flow analysis of human body as follows-

Mode of Overstlo.

Clinicg Asilcatlo a M PWD CWD Color Amplitude Combined Tissue Tisas Other (specilyi
Doppler Doppler [31 velocity Enhacement

Mapping Imaging (TEll
rrvMl

Ophthalmic

Fetal

Abdominal
lntraoperative (Abdominall

lntratoperative Neurological

Pediatric
Small Organ Ill
Neonatal Cephalic

Adut Cephadic

Cardiac 121
Transesophageal (Cardiac)

rassophageal (Non Cardiac)

ranirctal

Tranavaginal

Trartnret hral

Intravascula

Peripheral vascular P

Laparoscopic

Musculo-skeletal Conventional
(including Nerve BlockIng)

Musculo-skeletal Superficial
(including Nerve Blocking)
O0ther (Urological)

N: New, indiction; P: Previosuly cleared by FDA4 E:Added under Appendi E
Previously cleared via k103152

(1l Small Organs includes Breast, Thyroid and Testicles
[21 Cardiac is Adult and Pediatric

"S ig n-Otf)

DM5n1001 of Rdiloogknca DevicesOffice Of In Vito Diagnostic Device Evaluation and Safety

510OK

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



7340 - E8-5 RIOP
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mode of Ounratio
Clica eplcai B M PW/D CWD Color Amplitude Combined Tissue Tissue Other (specify)

Doppler Doppler 131 velocity Enhacement
Mapping Imaging (tEll

(PIM)

Ophthalmic

Fetal

Abdominal
lntraoperative (Abdominall

Intracoperutive Neurological

Pediatric
Small Organ [11

Neonatal Cephalic
Adult Cephalic

Cardiac 121
ransesophageal (Cardiac)

Transesoiphageal (Non Cardiac)

Transrectal P p p p p p P P: 5,6,8,9
Tranavaginal p p p p p p p P:5,6.8.9
7rsurethral _______

Intravascular

Peripheral vascular ______

Laparoscopic

Musculo-aketal Conventional
(including Nerve Blockingj

Musculo-akeletal Superficial ____

(including Nerve Blockcing)

Other (Urolcgical) pL 58

N: New indication; R Previosuly cleared by FDA; E:Added unde Appendix E
Previously cleared via k09l009

[I]l Small Organs includes Breast, Thyroid and Testicles
[21 Cardiac as Adult and Pediatric
131 Combined modes are: B I M ,PW + CFM + PD
15] Mview
16] 3D
181 VWan

191 XView

7 iOn Sign-Off)
WI Radiological DevicesOffice of In Vitro Diagrioduc Devsce Evaluation and Safety

51 K -(-) (-, R- S

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



7340 - EC123
Intended use: Diagnostic ultrasoun d [maging or fluid flow analysis of human body as follows:

Mode of Operations

Clinic Uplcatlo B M MD11 CWD Color Amplitude Combined Tissue Tissue Other (specify)
Doppler Doppler [3) velocity Enhacement

Mapping Imaging (rEl)
ITVM)

Ophthalmic

Fetal

Abdom~inal
Intraoperaeiv (Abdominal)

Intraoperative Neurological

Pediatric
Small Organt [11

Neonatal Cephalic
Ault Cephali

Cardiac [21
Tranisesophaseal lCardiac)

Transesophageal (Non Cardiac)

7ransrectal p p p P P P P P: 5,6.8,9
Transvaginal P P P p p p p P:5,6,8,9
Trarisurethral

Intravascular

Peripheral Vascular
Laparoscopic

Musculo-skecletal Conventional
(including Nerve Blocking)

Musculo-skeletal Superficial
(including Nerve Blocking)

O0ther (Urologicall P p p p p p p P5,6,89

N: New indication; F: PI-eviosuly cleared by FDA; E:Addcd under Appendm E
Previously cleared via k09 1009

IIISmall Organs includes Breast, Thyroid and Testicles
121 Cardimec is Adult and Pediatric

131 Combined modes are: B + M . pw . CFM . PD,
151 MView
161 3D

191 XVimwadStc
( iin Sign Off)

Dyvnioi, Of dilogicaj Devices
Ofieof In VItro Dagnostc Dvc vlito n w,

510OK

Prescription Use Only Per 21 CFR 801 Part 0
Concurrence of CDRH, Office, of In Vitro Diagnostics (O)VD)



7340 - EC 1123
Intended use: Diagnostic ultrasoun imaging or fluid flow analysis of human body as follows:

Mod, of Coseauio.

CUPC fploatt B M PWD CWD Color Amplitude Combined Tissue Tissue Other (specify)
Doppler Doppler [31 Velocity Enhacement

Mapping Imaging tTEl)

Ophthalmic

Fetal P P P P p p p P:5,6,8,9,l10

Abdom~inal

lnarperative (Abdominal)

lntraoperative Neurological

Pediatric

Small organ Ill

Neonatal Cephalic

Adult Cephalic,

Cardiac (21

Transesophagpeal (Cardiacl

Transesophageal (Non Cardiac)

Transrectal P? P P P P P P P: 5.6,8,9

Tranaivaginal P P P P P P P P: 5,6,8,9

Transau ret hral

Intravascular

Peripheral Vascular

Lapaocoi

Musculo-ajeeletal Conventional
(including Nerve Blocking

Musculo-skeletal Superficial
(including Nerve Blocking]

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

N4: New indicatio; P: Previosuly cleared by FDA; E:Addedunder Appendixc E
Previously cleared via k091009

Ill Small Organs includes Breast, Thyroid and Testicles
121 Cardiac is Adult and Pediatric
131 Combined modes are: B + M PW + CFM + PD
[SI MView,
16] 3D
(a] VPan

[91 xvev
1101 QIMTSinOf

[14(ivic E Rt 11 Adiologic~j DevicesOfe COof In Vitro Diagnostc Device Evaluation ard Safety

510K I1

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



7340 - 8E1 123
Intended use: Diagnostic ultrasoundl imaging or fluid flow analysis of human body as follows:

Mode of Ooeration

Clinic. Avlicatlo B M PWD CWD Color Amplitude Combined Tissue Tissue Other (specify)
Doppler Doppler [31 Velocity Enhacement

Mapping Imaging (TEl)
rrvm)

Ophthalmic

Fetal P p P P P p p P;5,6,7,8.9
Abdominal
lntraoperative (Abdominal)

Intraoiperative Neurological

Pediatric
Small Organ III

Neonatal Cephalic
Adult Cephalic

Cardiac 121
Transesophalieal (Cardiac)

Transesophageal (Non Cardiac)

Tranarectal p p p p p p P P: 5, 6,7,8,9
Transvaganal P P P p P p p P: 5,6A78, 9
ransuethral

Intravascular

Peripheral Vascular
Laparoscopic

Muaculo-skeletal Conventional
(including Nerve Blocking)

Musculo-alceletal Superficial
(including Nerv" lcig

OterUrloicl)P Pp PP P 5671:89]
h~- 

- -igpj'okn -- -N: New indication; P: Prevosuly cleared by FDA; E:Added under Appendi E
Previously cleared via 1,091009

[I] Small Organs includes Breast, Thyroid and Testicles
12) Cardiac is Adult and Pediatric
[3] Combined modes are: B .M . PW . CFM + PD
151 MView,
[6) 3D
171 4D
18) WSan

D~~siont ailgcJDvicesOffice of in Vitro Diagnostic Device Eauation and Safety

Q (,k0;

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



7340 - TRT33
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mode of oetilona

Clinical Ao lii B M PWD CWD Color Amnplitude Combined Tis..ue Tissu.e Enihac~em Other lapecif,
Doppler Doppler [3) velocity, Imaging (TEE)

Mapping
fTVM)

Ophithalmic

Feta

lntraoperative (Abdominal)

lntraoperative Neurological

pediatric

Small Organ [1]

Neonatal Cephalic

Adult Cephalic

Cardiac (21

ransesphgeal(aric

Tranaesophoageal (Non Cardiac)

Trangnrcta] 1, P P P P P P P: 4.5.6.8.9.1'3.

Transvagia

Tar. retliral

Intravsular

peripheral Vascula

Mrusculo-sketetal Conventional
(including Nerve Blocking)

Musclil-skieltal superficial
(including Nerve Blockding)

Otlier (Urological) P P, P P P P p R:4.5,6.l,9 13

N: New indication; R Previaouly cleared by FDA; E:Adcd under Appendi E
previously cleared via kOY)lOCO

[I] small Organts Include. Breast, Thyroid and Teaticles

121 Cardiac i. Adult and Peiatric

[31 Combined modes are: B +M + PM + CM4 + PD

[41 ClMM

[5] WAiew
(61 3D

(9) X~m (D fl Sign-Off)
113Vi Office of In Vitro Diagnos5tic Device Evation and Safety

114) ElaXto

Prescription Use Only Per 21 CER 801 Part D
Concurrence of CDRN. Office of In Vitro Diagnostics (OIVD)



7340 - TEE022
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

mode1 of Operatio.

Clinical Applicatlo B Pd PWD CWD Color Amplitude Combined Tissue Tissue Other Ispecily
Doppler Doppler [31 velocity Enhacement

Mapping Imaging (TEl)
)TVM)

Ophthalmic

Fetal

Abdominal

latraoperatve (Abdominal)

Introperative Neurological

Pediatric

Small Organ III

Neonatal Cephalic

Adult Cephalic

Cardiac [21

Transesophageal (Cardiac) P P i' p p P P P P P: 4,6,9,11,12

Transesophageal (Non Cardiac)

Tran arecta I

Tranavaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal Conventional
inc uding Nerve Bocking

Musculo-skeletal Superficial
jincluding Nerve Blocking)

Other (Urological)

N: New, indication; P': Previosuly cleared by FDA; E:Added under Appendix E
Previously cleared via 1,09 1009

Small Organs includes Breast, Thyroid and Testicles
[2) Cardiac is Adult and Pediatric
[31 Combined mode.suae: B - M + PW + CW + CEM + PD,
[41 CMM
[61 3D

[9) XViewv
[III Stress
[121 Strain 5 6

7 2 DW,*n Radiological Dam~esOfie of in Vro Dagnosi Device Ev'aluation and Safety

Prescription Use Only Per 21 CFR 801 Part U
Concurrence of CDRH, Office of In Vitro Diagnostics (01 VO)



7340 - TEE122
Intended use: Diag nostic ultrasoun imaging or fluid flow analysis of human body as follows:

Mode of~ loraions

Clint~ Aolie.t a B F WD CWD Color Amplitude Combined Tissue Tissue Other
Doppler Doppler 131 Velocity Enhacement (specim'

Mapping Imaging (TEl)
(Tv ml

Ophthalmic

Fetal

Abdomninal

Intraoperative (Abdominal)

lntraoperative Neurological

Pediatric

Small Organ Ill

Neonatal Cephalic

Adult Cephalic

Cardiac 121

Transesophageal (CardLiac p p p p p P P P P P:4,6,9,ll,12

Transcsophageal (Non Cardiac)

Transrectal

Transvallinal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal Conventional

iunluding N.Ierv lcig

Musculo-skeletal Superficial
(including Nerve Blocking)

Other (urological)

N: New indlication; R Pteviosuly cleared by FDA; E:Added under AppendLx E
Previously cleared via k09 1009

Ill Small Organs includes Breast, Thyroid and Testicles
[2] Cardiac is Adult and Pediatric
13l Combined modesaarc: B Ir M.PW.CW+CFM + PD
141 CMM
161 3D
[9) xview
[11] Stress
(121 Strain

plonSign-(M
Dso(ARadiological Devices

Offic of In Vitro Diagifostic Devie Evaluation and Safety

51OK A //6r

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



7340 - TEE132
Intended use: Diagnestle ultrasoun imaging or fluid flow analysis of human body as followis:

Mode of Ooeralons

Clinics Avlea B PA PWD CWD Color Amplitude Combined Tissue Tissue Other
Doppler Doppler l31 velocity Enhacment lspeciryl

Mapping Imaging TEll
tlVMI

Ophthalmic

Fetal

Abdominal
Fntraoiperative (Abdominal)

lnliraoperatve, Neurological

Pediatric
Small Organ (Il

Neonatal Cephalic

Adult Cephafic

Cardiac 121
Transesophageal (Cardiicl P p p P P P P P P P: 4,6.9, 11,12

Transesophageal (Non Cardiac)

Tranavagi nal

Transurethral

Intravascular

Peripheral Vasculart

Laparrscopic

Musculo-skeletal Conventional
(including Nerve Blocking)

Musculo-siceletal Superficial
(including Nerve, Blocking)

Other lUrologicall

N: New indication; R.h Previosuly cleared by FDA; E:Added! under Appendix E
Previously cleared via k091009

Ill Small Organs includes Breast, Thyroid and Testicles
[21 Cardiac is Adult and Pediatric
[31 Combined modesare: B 4 M - PW + CW + CFM - PD
141 CMM
l9l xview

Ill! Stress
[121 Strain

(sion Sign-Off)
L v n Radiologica Dem~es

Office of In Vto Diagnostic Device Evaluation and Safety

510K I \fQ ' k '

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



7340 - 10E323
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mode of Operation

C c aaB M PWD CWD Color Amplitude Combined Tissue Tissue Other (specify)
Doppler Doppler [31 Velocity Enhacement

Mapping Imaging rrsuJ
rrVMi

Ophthalmic

Fetal

Abdominal p p P P P P P P: 4,5,6,8.9,13

lntraoperative (Abdominal) p p p P P P P P: 4,5,6,8,9,13

Tntraoperative Neurological

Pediatric P p p p p p p P: 4.5,6,8,9,13

Small Organl p1 P p P p p P P P: 4,5,6.8,9,13

Neonatal Cephalic

Adult cphalic

Cardiac 121

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Transvaginal

ransurethral

Intra~vascular

Peripheral Vascular P p P p p p p P: 4. 5,6,8,9,12,

Laparoscopic

Musculo-skeleta Conventional p p p p p p P P: 4,5,6,8,9,13
(including Nerve Blocking)

Mu Il-seea Superficia P p P p p p p P: 4.5,6,8,9, B
JIincludin Nerv Blokng)

Other (Urological)

N: New indication; P: Eteviosuly cleared by FDA; E:Addedunder Appendix E
Previously cleared via k09 1009

[11 Small Organs includes Breast, Thyroid and Testicles
121 Cardiac is Adult and Pediatric
131 Combined modes are: B tMt PW CPM - PD
[41 CMM
151 MView
(61 3D
181 Vwan

191 Xview
(121 Strain (DM inO

1121 Divisin i~~ia Devices1131 TP Vim Ofice of In Vitro Diagnostic Device Ev~uation and Safety

61OK/ L 2 ?-

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



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

Mod. of Oerations

Clinosi APUndo B M MWD CWD Color Amplitude Combined Tissue Tissue Other (specifyl
Doppler Doppler [31 Velocity Enhacement

Mapping Imaging (tEl)

(r"ll

Ophthalmic

Fetal

Abdominal p P p p P P p P: 4.5,6.9,9.13

lntraoperative (Abodorninall

intraoperative Neurological

Pediatric

Small Organ Ill

Neonatal Cephalic

Adult Cephalic

Cardiac 121

ransesphagea (Cardiac)

Transesophageal (Non Carelisci

Transrectal

Transeainal

Tratinauretliral

Intravascular

peripheral Va..ular

Laparoscopic p p P P P P p P: 4,5,6.8.9,13

Musculo-alceletal Conventional
(including Nerve Blocking)

Musculo-akeletni Superficial
(including Nerve Blocking)

Oilier (Urological)

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

Previously cleared via k09 1009

D]I Small Organs includes Breast, Thyroid and Testicles

121 Cardiac is Adult and Pediatric

131 Combined ode. a: B*M'PW -*CFM - PD

(4) CMM4

IS) Moview,

161 3D
181 Wan
191 XView
1131 ToPView is

Offce 4 I ViroDlagntic Device Evaluation and Safety

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



7340 - BS230
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mode of Opcris

Clinicl Avol.ieo B Pd PWD CWD Color Amplitude Combined Tissue Tissue Other (specify
Doppler Doppler [31 Velocity Enhacement

Mapping Imaging (TEl)
(TVM)

Ophthalmic

Fetal

Abdominal

Intraorperative (Abdominal)

Intranperative Neurological

Pediatric
Small Organ [11

Neonatal Cephalic

Adult Cephalic

Cardiac [21 p p p P P P P P P P; 4,67,8,9,ll1,

Tramsesophageal (Cardiac)

Transescphageal (Non Cardiac)

ranarectal

Tran evagiinal

Transurethrol

Intravascular

Peripheral Vascular

Laparoscopic

M.uut-skeleta Conventional
(including Nerve Blocking)

Musculo-skeletal Superficial
(including Nerve Blockingj

Other (Urological)

N: New indication; F: Etevosuly cleared by FDA; E:Added under Appendix E
Previously cleared via long 1009

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

131 Combined modes are: B+ M +PW+CW+-CFM + PD
141 CNM
[61 3D
[71 4D
[81 VWan

[9] xview
[11] Stress(Mi

[12)Stran ~i Sign-Off)[121Stran Diisio of diologica Devices
Office of In Viro Diagniostic Device Evalutation and Satel

51 OK A11/ o G'T K

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



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

Modie of Ooeratio

Clinica Aplicatlo 8 M PWD CWD Color Amplitude Combined Tissue Tissue Other (specify)
Doppler Doppler [31 Velocity Enhacement

Mapping Imaging (TEll
(TVMI

Ophthalmic

Fetal p p pp P P P R. 5,6,7,8, 9,
10

Abdominal P p p p p p p P: 5,6, 7.8, 9

lntraopcrative (Abdominal)

Intreoperative Neurological

Pediatric

Small OrganII

Neonatal Cephaich

Adult Cephalic

Cardiac [21

Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Transrectal

Trarneivaginal

Transurethral

Intravascular

Peripheral Vascular P p p P p p p P:356,7,S, 9,12

Laparoscopic

Musculo-skeletal Conventional
(including Nerve Blocking)

Musculo-slceletal Superficial
(including Nerve Blocking)

Other (Urological

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

[I]l Small Organs includes Breast. Thyroid and Testicles

121 Cardiac is Adult and Pediatric
131 Combined modes are: B +M +PW +CEM ,PD

151 MWiew
161 SD
[71 4D
181 Wald
19l Xvicaw Sion Sign-of)
1121 Strain Vtro, Radrik,~Dv

OffceofinViroDiagrnostic Damte Eivaluation Ind Safety

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



7340 - BL433
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mode of Ooertio..

CUcl AiewI B Pd PWD CWD Color Amplitude Combined Tissue Tissue Other (specify)
Doppler Doppler [31 Velocity Enhacement

Mapping Imaging fTEl
rrVM)

Ophthalmic

Fetal

Abdominal

lntratoperacive [Abdominal)

lntratoperative Neurological

Pediatric P P P P p p p P: 4,5,6,7,8,9,
_____________________________13

SmaflOrgan 111 P P P p P P P P: 4,5,67,8,9,
_____________________________13

Neonatal Cephalic

Adult Cephalic

Cardiac [2)
Transesophageal (Cardiac)

Transesophageal (Non Cardiac)

Tran Irec tal

Tranaivaginal

Transurethral

Intravascular

Peripheral Vascular P p p p P p p P45,6,7,8,9,
13

Laparoscopic

Musculo-skeletal Conventional p p p P P P P P: 4,5,6,7,8,9,
(including Nerve Blocking 13
Musculo-skeletal Superficial P P P P P P P P45,6,7,8,9,
(including Nerve Blocking) 13

Other (Urological)

N: New, indication; P: Previosuly cleared by FDA; E:Added under Appendix E
Previously cleared via k09 1009

(11 Small Organs includes Breast, Thyroid and Testicles
121 Cardiac, is Adult and Pediatric
[31 Combined modes are: B +M 4PW 4 FM + PD)
14) CMM
151 MView
161 3D
171 4D
[8) VPan

191 Xvim DK.45 Sign-Off)
1131 TP Viem DvsoofRdological Devices

Office of In Vitro Diagnostic Device Evaluatiton and Satel

610K A / I() __' I_

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


