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

807.92.

807.92(a)(1)

Submitter Information
Esaote S.p.A.
Via Siffiredi 58
Genova, Italy 16153

Contact Person: Allison Scott
317.569.9500 x1OG
ascott~ansongroup.com

Date: March 17, 2014

807.92(a)(2)

Devices

Common Name: Ultrasound Imaging System

Trade Name: 6200 Ultrasound System
6250 Ultrasound System

Classification Name(s): Ultrasound Pulse Doppler Imaging System 892.1550
Ultrasound Pulse Echo Imaging System 892.1560
Transducer, Ultrasonic, Diagnostic 892.1570

Classification Number: SOWYN, SalvO, 901TX

807.92(a)(3)

Predicate Device(s)
Device Owner 510(k)
6200 Esaote K(100931

6250 Esaote K(103152

Virtual Navigator Software Esaote K(081386

GE Logiq E9 with Volume GE K(123564
Navigation _____ _____
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510(k) Submission
6200 and 6250 Upgrades
Esaote, Sp.A.

807.92(a)(4)

Device Description
Both 6200 and 6250 models are mainframe ultrasound sys tems used to perform diagnostic general
ultrasound studies. The primary modes of operation are for both systems: B-Mode, M-Mode, XView,
Multi View (MView), Trapezoidal View (TPView), Doppler, Color Flow Mapping, Amplitude Doppler (AD),
Tissue Velocity Mapping (TVM) and Tissue Enhancement Imaging (TEl). Both 6200 and 6250 are
equipped with an LCD color display where acquired images and advanced image features are shown.

The Virtual Navigator is a software option designed to support a radiological clinical ultrasound
examination (first modality) and follow a percutaneous procedure providing additional image
information from a 2nd imaging modality (CT, MR or US). The user is helped in assessing the patient
anatomy by displaying the image generated by the 2nd modality.

6200 models including Virtual Navigator software option have been cleared by k100931; 6250 models
including Virtual Navigator software option have been cleared by k103152.
Virtual Navigator has also been cleared for use with 6100 and 6150 models by k081386.

The purpose of this submission is to introduce an upgrade to both Esaote 6200 and 6250 models to add
additional software capabilities. 6200 and 6250 Upgrades, defined herein, combine the cleared features
of both 6200 and 6250 models with other new software capabilities related to the Virtual Navigator
software option and listed below:

" Navigation Software - new user interface
* Tracking System - new Ascension tracking module managing also needle and motion

sensors
* Second Modality Data Acquisition - multi dlataset management (MRI, PET, CT, US via

Dicom - US including acquisition and navigation)
* New Indications: Gynecological, Obstetrics, Pediatric, Small Organs, Transcranial
* Registration Techniques - added one point registration
* Target Definition - introduced intelligent positioning
* Planning - updated needle table
* 3D Panoramic

The 6200 and 6250 Upgrades are manufactured under an ISO 9001:2000 and ISO 13485 certified quality
system.

K1 3310' Response to Request for Additional Information Esaote, SpA Page 7 of 278



510(k) Submission
6200 and 6250 Upgrades
Esacte, S.p.A.

807.92(a)(5)

Intended Use

Esaote's Model 6200 is a mainframe ultrasound system used to perform diagnostic general ultrasound
studies including Cardiac, Transesophageal Cardiac, Peripheral Vascular, Neonatal Cephalic, Adult
Cephalic, Small Organs, Musculoskeletal (Conventional and Superficial), Abdominal, Fetal, Transvaginal,
Transrectal, Pediatric, lntraoperative (Abdominal), Laparoscopic and Other: Urologic. The 6200 system
provides imaging for guidance of biopsy and imaging to assist in the placement of needles in vascular or
other anatomical structures as well as peripheral nerve blocks in Musculoskeletal applications.

Esaote's Model 6250 is a mainframe ultrasound system used to perform diagnostic general ultrasound
studies including Cardiac, Transesophageal Cardiac, Peripheral Vascular, Neonatal Cephalic, Adult
Cephalic, Small Organs, Musculoskeletal (Conventional and Superficial), Abdominal, Fetal, Transvaginal,
Transrectal, Pediatric, lntraoperative (Abdominal), Laparoscopic and Other: Urologic. The 6250 system
provides imaging for guidance of biopsy and imaging to assist in the placement of needles in vascular or
other anatomical structures as well as peripheral nerve blocks in Musculoskeletal applications.

The Virtual Navigator software option for Esaote models 6200 and 6250 is intended to support a
radiological clinical ultrasound examination (first modality) and follow percutaneous procedures or
surgical operations providing additional image information from a second imaging modality (CT, MR, US
and PET). The second modality provides additional security in assessing the morphology of the
ultrasound image.

Virtual Navigator can be used in the following application: Abdominal, Gynecological, Musculo-skeletal,
Obstetrics, Pediatric, Urologic, Small Organs, Peripheral Vascular and Transcranial for radiological
examinations only.

The second modality image is not intended to be used as a standalone diagnostic image since it
represents information of a patient that could not be congruent with the current (actual) patient
position and shall therefore always been seen as an additional source of information.

The Virtual Navigator tracking system should not be used on or around persons with a cardiac
pacemaker, and should not be used around life supporting equipment.

807.92(a)(6)
Technological Characteristics

The 6200 and 6250 Upgrades employ the same fundamental technological characteristics as their
predicated devices. The 6200 Upgrade model is substantially equivalent to Esaote 6200 model cleared
by FDA via K100931. The 6250 Upgrade model is substantially equivalent to Esaote 6250 model cleared
by FDA via K103152. The Virtual Navigator software is substantially equivalent to prior clearances in
K(100931, K(103152 and K(081386. Additional features of the Virtual Navigator are substantially
equivalent to the GE Volume Navigation as cleared on the GE Logiq E9 via K(123564.

K1 331 ac Response to Request for Additional Informnation Esaote, SpA Page 8 of 278



510(k) Submission
6200 and 6250 Upgrades
Esaote, S.p.A.

" Clinical uses for which both 6200 and 6250 are designed are not changed by the 6200 and
6250 Upgrades, to be cleared with this submission.

* Clinical uses for which both 6200 and 6250 Upgrades are equivalent to those of Esaote 6200
model, cleared via k100931, and of Esaote 6250 model, cleared via k103152.

" Clinical uses for which Virtual Navigator is designed are the same of the 6200 and 6250
systems.

" Clinical uses for which Virtual Navigator Upgrades are equivalent to those of General Electric
Volume Navigation on the Logiq E9, cleared via k123564.

" Esaote 6200, 6250 and General Electric (GE) Logiq ES ultrasound systems are equipped with a
software option designed to support a radiological clinical ultrasound examination (first
modality) and follow a percutaneous procedure providing additional image information from
a second imaging modality (CT, MR or US). Virtual Navigator was originally FDA cleared via
k081386 with Esaote 6100 and 6150 models, and was subsequently cleared for use with the
Esaote 6200 and 6250 models via k100931 and k103152, respectively. The GE Volume
Navigation has been cleared via k123564.

" Esaote 6200, 6250 and General Electric Logiq ES ultrasound systems are able to acquire
volumetric dataset using motorized probe. Esaote 30/40 mode with motorized probes has
been FDA cleared via k100931 for 6200 model and via k103152 for 6250 model, General
Electric 30/40 mode has been FDA cleared via 082185.

* Esaote 6200, 6250 and General Electric Logiq E9 are designed to meet the 1EC60601-1 and
IEC60601-2-37 safety requirements.

* Esaote 6200, 6250 and General Electric Logiq ES provide an Acoustic Output Display feature
per AlUM /NEMA standards, with equivalent lspta and Ml maximal values.

807.92(b)(1)

Summary of Non-Clinical Tests
The devices have been evaluated for acoustic output, biocompatibility, cleaning and disinfection
effectiveness as well as thermal, electrical, electromagnetic, and mechanical safety, and have been
found to conform to the following medical device safety standards.

*IEC 60601-1
* IEC 60601-1-2
*IEC 6060 1-2-37
*NEMA UD-3 - Standard for Real Time Display of Thermal and Mechanical Acoustic Output Indices

on Diagnostic Ultrasound Equipment

*NEMA UD-2 - Acoustic Output Measurement Standard for Diagnostic Ultrasound

*ISO014971
*ISO062304

ZResponse to Request for Additional Informnation Esaote, SpA Page 9 of 278



510(k) Submission
6200 and 6250 Upgrades
Esaote, S.p.A.

807.92(b)(2)

Summary of Clinical Tests

No clinical tests were performed.

807.92(b)(3)
Conclusion

The 6200 and 6250 Upgrades are substantially equivalent to the legally marketed devices and conform
to applicable medical device safety and performance standards.

AclAResponse to Request forAdditional Information Esaote, SPA Page 10 of 278



/ 4 DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Center - W066-0609
Silver Spring, MD 20993-0002

April 15, 2014
ESAOTE S.P.A.
C/O ALLISON-SCOTT
NAVIGANT CONSULTING, INC.
9001 WESLEYAN ROAD, SUITE 200
INDIANAPOLIS, IN 46268

Re: K133905
Trade/Device Name: 6200 Ultrasound System, 6250 Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: LYN, IYO, ITX
Dated: March 17, 2014
Received: March 18, 2014

Dear Ms. Scott:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and 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) that do not require approval of a premarket approval application (PMA).
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. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthfutl and not misleading.

This determination of substantial equivalence applies to the following transducers intended for

use with the 6200 and 6250 Ultrasound Systems, as described in your premarket notification:

Transducer Model Number

CA123 CA421 CA430 CA431
C5-2 R13 CA541 CA621 CA631
SC3123 LA332 LA435 LA522
LA523 LA532 LA533 LA923
SL3116 PA023 PA122 PA230
PA240 BC431 BC441 BC433
BE1123 EC123 EC1123 TEE022
TEE132 I0E323 10T332 10T342
LP323 TRT33 2CW 5CW
HFCW



Page 2-Ms. Scott

If your d evice is classified (see above) into either class 11 (Special Controls) or class III (PMA),
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CER 803); 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.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-*
free number (800) 638 2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industrv/default.htm. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2 1 CFR 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/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7 100 or at its Internet address
http://www.fda.gzov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely yours,

U for

Janine M. Morris
Director
Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: 0MB No. 0910-0120

51 0(k) Number (if known)

K1 33905

Device Name
6200 and 6250 Ultrasound Systems

Indications for Use (Descflbe)
Esaote's Model 6200 is a mainframe ultrasound system used to perform diagnostic general ultrasound studies including Cardiac,
Transesophageal Cardiac, Peripheral Vascular, Neonatal Cephalic. Adult Cephalic, Small Organs, Musculoskeletal (Conventional and
Superficial). Abdominal, Fetal. Transvaginal, Transrctal, Pediatric, lntraoperativc (Abdominal), Laparoscopic and Other: Urologic.
The 6200 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 Musculloskeletal applications.

Esaotc's Modcl 6250 is a mainframe ultrasound system used to Perform diagnostic general ultrasound studics including Cardiac,
Tianscsophageal Cardiac, Peripheral Vascular, Neonatal Cephalic, Adult Cephalic. Small Organs, Musculoskelezal (Conventional and
Superficial), Abdominal, Fetal, Transvaginal, Transreclal, Pediatric, lntraopcrative (Abdominal), Laparoscopic and Oilier: Urologic.
The 6230 system provides imaging for guidance of biopsy and imaging to assist in the placement of needles in vascular or other
anatomical structures as well as peripheral nerve blocks in Musculoskeletal applications.

The Virtual Navigator software option for Esaote models 6200 and 6250 is intended to support a radiological clinical ultrasound
examination (first modality) and follow percutaneous procedures or surgical operations providing additional image information from a
second imaging modality (CT, MR, US. and PET). The second modality provides additional security in assessing the morphology of
the ultrasound image.

Virtual Navigator can be used in the following application: Abdominal, Gynecological, Musculo-skeletal, Obstetrics, Pediatric,
Urologic, Small Organs, Peripheral Vascular and Transcranial for radiological examinations only.

The second modality image is not intended to be used as a standalone diagnostic image since it represents information of a patient that
could not be congruent with the current (actual) patient position and shall therefore always been seen as an additional source of
informat ion.

The Virtual Navigator tracking system should not be used on or around persons with a cardiac pacemaker, and should not be used
around life supporting equipment.

Type of Use (Select one or both, as applicable)

(0 Prescription Use (Part 21 CFR 801 Subpart D) COver-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS UINE - CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH) (Signatu)

r

FORM FDA 3881 (9113) Page 1 of 2P5rc(043dOE

Page 1 of 41



6200
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Clinical Appliesions B M MWD CWD Color Amnplitude combined Color Velocity Harmoic 0th
Doppler Doppler j 4] Mapping TVMI Imagig rrri

Ophthalmic
Fetal p p p p p p P P

lidorninal p p p p, p p P I

lntraoperative lAbdominal) p p p p p p p p

Intraoperative Neurological

Pediatric P p p p p p p PI

Sml rasIIp p p p p p p pI

Neonatal Cephlic p p p p p p p pI

Adult Cephalic p p p p p p p pI

Cardiac 121 p p p p p p p P (8)

Transesophageal (Cardiac) p p p p p p p p pI

Transesophageal (Non Cardiac)

Tranarecual P p p p p p p pI

Tranowaginal p p p p p p p p

Transu retliral

Peripheral Vascular p p P P p p p p

taparoscopic P p p p p p p p

Musculo-skeletal Conventional P p p p p p p p

131
Musculo-skelela Superficial [31 P p p p p p p pI

Other lUrologicall p p p p P p p

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

111 Small Organsa includes Breast, Thyroid and Testicles-

[21 Cardiac is Adult and Pediatric

131 Nusculo Skeletal - Nerve Block

14] Combined odes are: B+M+PW+CW+CFM+PD

[51 Compound Imaging lMviewl

[61 30/40

17] CMM

[81 Includes contrast ICnTII in Adult Cardiac for left ventricle opacification and
visualization of the left ventricular endocrdnial bordter

Previously cleared via k100S31

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CDR-)



6250
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mode ofrprsin

CILiodcel A Bastio B M MWD CWD Color Amplitude Combined Color Velocity Harmonic Othe
Doppler Doppler [41 Mapping ITVNI Imaging (TEll

Ophthalmic

Petal P P p p p P P P P

Abdominal P P P p P p p p P,

Intraoperalive (Abdominal) P p p P P P p 7:

lncroperative Neurological

Pediatric P P P p p P p p P

Small Organs111 P P p p p p p p P

Neonatal Cephalic p p p p pP P P P:

u7t Cephlic p p p p p p p p

Cardiac [21 p p p p p p p p P (8) P:

Transesophoaes(Cardiac) p p p - p Pp p p P

ransasophageal (Non Cardiac)

Tr.ns.rectal P P p p p pp

Tranavaginal P p p p P P P P

Traresurethral

Intravascular

Peripheral Vascular p p P P P P p p P.

Laparoscopac P p p p p ppp

Musculo-skeletal Conventional P p p p p p p P P:

[3J
M.uul-sketal Superficial 13l p p p p p, p p P P:

Other (urologicall p p p p p p p p p

N: New indication; P: previously cleared by MDA; E:Added under Appenduc E

I1l Small Organ include, Breast, Thyroid and Testicles

[2[ Cardiac is Adult and pediatric

[31 Musculo Skeletal - Nerve Block

[41 Combined mondes are: B.+M WCW+CPM+PD

[51 Compound Imaging (Mview[

[61 3D14D
(7l CMM

[SI Includes contrast (CnTII in Adult Cardiac for left ventricle opaification and
visualization of the left ventricular endocardial border

previously cleared via k103152

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CDRH)



CAI 23 (6200 and 6250 systems)
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Clinig Ideation B B MWD CWD Color Amaplitude Combined Color Velocity Hiarnonic Othe

Doppler Doppler [41 Mapping (rVM) Imaging TEl

(PD)

Ophthalmic

Fetal P P p p P P P P:

bdominal P P P P P P PF

lnlraoperaltive (Abdiominal)

Introoperative Neurological

Pediatric P P P P p P.

Small Organs [I] P P P P P P P P

NeonalCephafic P P P I' P p pP

Aut Cephalic,

Cardiac [21 P P p p P.

Transeophageal (Cardiac)
Transesophageal (Non Cardiac)

Tramnretal

Trainvaginal

Transurethrul

Intravaiscular

Peripheral Vascutlar P p p p p P P p P.

Laparoscopic

Musculo-skecletal Conventional P P PPPPPpP

[31

Miusculo-.slela Suipedicial [31 p p p p p P P p I

Other (Urologicall ________

N: New indication; P: frevriously cleared by FDA; E:Added under Appendixc E

111 Small Organs includes Breast. Thyroid and Testieles
12) Cardiac is Adult andl pediatric

13) Musculo Skeletal - Nerve Block

[4) Combined modes are: B,+PW#CW+CFM+PD

151 Comnpound Imaging )Mview)

[61 3D

[7) CNNI

[81 Includes contrast )CnTI) in Adult Cardiac for left ventricle opacification and

vioslization of the left ventricular endocardial border

Preiousl. y cleared via k100931
and k103152

Prescr-iption Use Only Per 21 CFR 801 Part 0
Concurrence of Center for Devices and Radiological Health (CDRH)



CA421 (6250 system only)
Intended use: Diagnostic utrasound imaging or fluid flow analysis of human body as followis:

Moe of Oventions

clinical Awylitin B M MWD CWD Color Amplitude Combined Color velocity Harmonic Othe
Doppler Doppler [41 Mapping ITVMI Imaging (TEll

Ophthalmic

Feut 1, P P P p P P p:

Abdominal P P P P P P P P

Intrauperative (Abdominal)

lntraoperative Neurological

pediatric P, P P p p 1, P P':

Sma!l Organ 11l

Neonatal Cephalic
Adult Cephalic

Cadac [21

Transe..ophageal ICardiacl)
ranos sphageal (Non Cardiacl

Tran arectal

Tran svaglinal

Trainsuretliral

Intravaseular

peripheral vascular P P P P P P P, P:

ILaparoscopic1

Muscaulo-skeletal Conventional P P P P1p p P P

13)
Musulo-skelealtal Superficial 131 P I p P -P P P'

Other lurologicall p P P P pP P.

N: New indication; P: Previously clard by MA; E:Adfded under Appendix E

11) Small Organs includes Breast, Thyroid ad Testicles

12) Cardiac is Adult and Pediatric

13] Muscale Skeletal - Nerve Block

(41 Combined imods are: B+M+PW+CW+CFM+PD

[51 Compound Imaging lMviwlw

[6) 3D
l7) CMM

[8] Includes contrast (CnTII in Adult Cardiac for left ventricle opacification and
visualization of the left ventricular endocardial border

previously cleared via k,103152

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CDRH)



CA430 (6200 and 6260 systems)
Intended use: Diagnostic uA sound imaging or fluid flow analysis of human body as follows

,,ed asOprtin

ClInlesi A liestos B M M'D CMD Color amplitude Combtined ColorVelocity Harmonic Othier it
Doppler Doppler 141 Mapping (IVMl Imaging TrEll

(PD)

Ophthamic

Fetal p p p p p p p pa 5

Abdominal P P p p p p p P: .

Intra..perative lAbdoninall
InrocaieNeurological

Teritn P p p p p p p P: 5.

Small o.sI Il p p p p p p p Pa 5

Neonatal Cephalic
Adult Cephalic

Carlia[2) P p p p p p p t

Tra.n.so phageal I42ardiaci)
Tranhesophageal (Non Cardiaci

Transtrectal

Transvaginal

rnaasurtfrol
Intravascular

Peripheral Vasclar P p p p p p p p: a.
Laparoscopic
Musculo-slccletal Conventional p p p: S.pp

[31P PP PP
Musculo-skeletai Superficial [3) p p p p p p p p:t

Othie lUrologicall p p p p p P:5

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

III Small Organs includes Breast. Thyroid and Testicles
[21 Cardiac, is Adult and Pediatric-

[31 Musculo Skeletal - Nerve Block
[4) Combined modes are: B+M4PW#CW+CFM+?D

(51 Compound Imaging IMviewi

(6] 3D

[81 Includes contrast tCnTfl in Adult Cardiac for left ventricle opacification and
visualization of the, left ventricular endocardial border

Previously cleared via k 100931
and k103152

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CDRH)



CA431 (6200 and 6250 systems)
Intended use: Diagnostic ultrasound imaging or fluid flow, analysis of human body as follows

Mod,. of Ouezti.

Clinicail APBeatle B M PWI) CWD Color Amplitude Combined Color Velocity Harmnic Gibe
Doppler Doppler 14] Mopping TVI Imaging TMll

(PD)

Ophthalmic

Fetal P P p p P P p :

bdloinal p p p p p p P P

Intraoperative (Abominall

Intrsoperative Neurological

Pediatric p p p P P P pp

Small Organs [1l P p p p p p P

Neonatal Cephalic

Adult Cephalic

Ca 1ic21l P P P p p P p

r-assophageal (Cardiaci
Transesophiageal (Non Cardiac)

raructal
Transvaginal

Transure thral

Intravascular

peripheral Vasicular P P p p p ? p P

1,aparoscopic

Musculo-akeletal Conventional p p pp p p p.

131
Musculo-kettal Superficial 13) P p p ppp p P

Other (urologicall p p p p p pPp

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

[Ill Small Organ includes Breast, Thyroid and Testicle,

121 Cardiac is Adult and pediatric

(31 Musculo Skeletal - Nerve Block

[41 Combined moades are; B+M-WCWICFM+PD

(51 Compound Imaging l(viewl

161 3D
171 CMM

18] Includes contrast ICnTII in Adult Cardiac for left ventricle opaocification and
vrisualization of the left ventricular endlocardial bsorder

Previously cleared via k100931
and 1,103152

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CDRH)



Cl- R13 (6200 and 6250 systems)
Intended use: Diaanostie ultrasoundI imnn orlui flow analysis of humnan body as follows:

Mode .f Oneztionu

Clint A Batten B M MWD CWD Color Amplitude Combined Color Veloctity Hiarnonic Othe
Doppler Doppler (4) Mapping TVNI Imaging (TEll

Ophthalmic

Feral P P P p p, p p P:

hbdominal P p p p p p P p:

Intnaoperative (Abdom~inal)

lntraoperative Neurological

pediatricP P P p p p P P

small Organ Ill P P P P p p P 1

Neonatal Caphalie,

Adult Cephaic

Cardiac 12] p p p p p p p F

Transesophageal (Cardiacl

Transesopthageal (Non Cardac

Tranaaginal ______

Transurethral

lntravascular

Peripheral Vascular p p p p p p P F

Laparoscopic

Muclo-akeletal Conventional P p p p p p p P,

[3[

Museulo-skeletal Superfcalt 131 P P P p p p p

Other lUrologicall p p p p p p p -p
N: New indication; P: Prevriously cleared by FDA; E:Added under Appendix E

[11 Small Organs, inchles Breast, Throid and Testicles

[21 Coarda is Adult and Pediatric

[31 Muscuto Skeletal - Nerve Block

[41 Combined moudes are: B.M4+PWCW+CPMP

[5) Compound Imaging l1viewlor

[61 3D

[7[ CMM

[81 Includes contrast ICnTII in Adult Cardiac for left ventricle opacification and
vsualization of the left ventricular endocardialaboder

Previouly cleared via 1100931
and k103152

Prescription Use Only Per 21 CFR 801 Part D
Concurence of Center for Devices and Radiological Health (CDRH)



CA541 (6200 systems)
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Msod, of Omcatioli

Clint licatio B hi PW'VD CWD Color Amplitude Combinedl Color V.1eloil Harmonic Othe
Doppler Doppler I41 Mapping tPVN Imaging (TEI)

Ophthalmic

Fetal P P P p p P p p

Abdominal P P P P P P.

lntraoperative (lsbdonall

lntraoperstive Neurological

Pediatric p p p p p p p p

Small Organs [l) p p p p p P pp
Neonatal Cephalic

Adut Cephalic

Cardiacl(21 p p p p p p p P.

Transesophageal (Cardiaci

rmasophageal (Non Cardiaci

Tranareclal

Tranavaginal

Trananret hral

Intravascular
peripheral vascular P P p P p p p ,

Laparoscopic

Musculo-skeletal Conventional P p ppppp

1311 1
Muscul.-keletal Superficial [31 P' P p p p p P :

Other (urological) p p p p p p p Pp

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

[ll Small Organs includes Breast, Thyroid and Testicles

[21 Cardiac is Adult and Pediatric

[31 Musculo Skeletal - Nerve Block

[41 combined maode. are: B+M+PW+CW+CFM+PD

[51 Comrpound Imaging (hiviewi

[61 3D
[71 CMM

[8I Includes contrast lCnflI in Adult Cardiac for left ventricle opacification and
visualization of the left verncular ondocardial border

Previous..ly cleared via k100931

Prescj-ipton Use Only Par 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CDRH)



CA541 (6250 systems)
Intended use: Diagnostic ultrasoundimagin or fuid flows analysis of human body as follows:*

M"d, of pnmtslas.

CllnlcI A Iletio B M PMD CWD Color Amplitude combined color Velocity Hrmoic Ouno
Doppler Doppler [41 Mapping (TMI Imaging frEft

pot

Ophthalmic

Fetal E E E F E E E E:

Abdominal E E E E E E E E:

lntraoperative (Abdminall
lntropeative Neurological

pediatric E E E E E E E K:

Sm~all Organsj 11 E E E E E E E :

Neonatal Cephalic

Ault Cephalic

Cardiac121 E E E E E E E.B

Tanssophiageal tCwarac

ransesophageal (Non Cardiaci

Tansrectal

Tansvagineil

Tansuretbral

Inlraaascular

Peripheral Vascular E E E E E E E E:

1,aparoscopic

Musculo-skeletal conventional E E E E 9 E 5

13)
M usculo-skeletal Superficial [31 E E E E E E S K:

Other (Urologicall E E E E E E. 5

N: New indication; : Hpreviously cleared by FDA; S:Added under Appendix E

Ill Small Organs includes Breast, Thyroid and Testicles

12) Cardiac is Adult and pediatric
131 Musculo Skeleta - Nene Block

141 Combined moades are: D.+M+CW+CFM+PD

[51 Compound Imaging lMviewl

[61 3D
[7] CNN

[81 Includes contrast (CnTll in Adult Cardiac for left ventricle opacification and
visuaizantion of the left ventricular endocardial border

Preiously cleared via Appendix
E

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CDRH)



CA621 (6250 systems only)
Intended use: Diagnostic uA sound imaging or fluid flow analysis of human body as follows:

Mode. of Operation

Clat mliestio B M FIND CWD Color Amiplitude Combined Color Velocity harmonic Othe
Doppler Doppler [4I Mapping ITVNI Imaing (TEI)

Ophthalmic

Feoal P p P p p p p P,

Abdominal P P P P p p P P:

Intrsoperative (Abdonminal)

Intrisoperative Neurological

Pediatric P P P p p p P P.

Small Organs [1l
Neonatal Cephalic

Adult Cephalic
Cardiac [2)

Transcsophageal (Cardiac)

Transesophageal (Non Cardiac)

Transaclal

Traneaaginall

Traansurt hrall
Intravascua

peripheral Vascular P P P P P p P p

1,aparoccopic

Musculo-skeletal Conventional
(31
B usculo-skeletal Superficial 131

Other (lurlgicall ) P P P P

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

11] Small organs includes Breast Thyroid ad Testicle,

12) Cardiac is Adult and Pediric

131 Muscato Skeletal - Nerve Block
14] Combined modes are: B+MWCW+CFM-PD

[51 Compound Imaging I(view)

16) 3D
171 CMM

1S1 Includes contrast ICnTII in Adult Cardiac for left ventricle opacification and
visualization of the left ventrnicular endocardiall bordeor

Previously cleared via k1O3 152

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CDR-)



CA631 (6200 and 6250 systems)
Intended use: Diagnostic ultrasound imagi ng or fluid flow analysis of human body as follows:

Most. of Oimer.tla

clinicasl A licatio B 54 MD CWD Color Amplitude Combined Color Velocity Harmonic Othe

Doppler Doppler [4] Mapping (TVMI Imnaging (M)l
IpD)

Ophthalmic

Fetal P P P p p p p P

Abdorninal P P P P P P P P:

lntraoperative lAbdominall
lntrmapertive Neurological

pediatic P P P P P p PP

Smaoll Organs [I] P P P p p p P :

Neonatal Cephailic

Adult Cephalic
Cardia [21 P P P P P P P P:

Tranesesophageal (Cardiac)

ransersophagecal Non, Cardiac)

raniecta

Transvaginal

Transurethrat

Intravsclar

peripheral Vascular P P P p p pP

ILapar..acopic

Musculo-alceletal Conventional P, P P P P P P P

13]

Miuculo-skecletid Superficial [31) , P P p p p p P

Other Dtrologicall P P PP P P p

N: New indicalion; P: Priously cleared by FDA; E:Added under Appendix E

[1] Srm] Organ includes Brema, Trhyrod and Testicles

[21 Cardiac is Adult and Pediatric

[31 Mu..cu1o Skeletal - Nerve Block

[41 Combined mod e. are: B*M+PW*CW+CPM+PD

[51 Compouand Imaging lMviewl

[61 3D

(71 CMM

[8) Includes contrast (CnTII in Adult Cardiac for left ventricle opacilication and
visualization of the left ventricular endcaardial border

Previously cleared via k100931
and k103152

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CORH)



SC3123 (6200 and 6260 systems)
Intended use: Diagnostic ultrasound imaging or fluid flow, analysis of human body as follows

Mod, of Coneradio

Clintical A.Boato B M MWD CWD Color Amplitude Combined Color Velocity Hlarnonic Othe

Doppler Doppler [41 Mapping IVI Imaging TrEll
IPDI

Ophthalmic

Fetal E E E E E E

bdimainal E E B E S E E E:

Introoperative (Abdominall
lntraoperative Neurological

pediatric E E E E 6 E E 5:

Smtall Organsll [ 11 E E E E E E E

Neonatal Cephalic E £ E E E E S E:

Adult Cephalic

Cardiac [21 E E E E K E E E:

ransesophageal (Cardiac)

Transesophiageal (Non Cardiac)

Tranarectal

Transivaginal

raurathral

Intravaseular

peripheral Vascular E E E E E E E E:

ILapmascopic

Muscuilo-skeolelal Convetionmal E E E E E E:S

J31
Mmusculo-skeletai Superficial [31 E E S SK

Other lUrologicall )

N: New indication; I': Preiously cleared by FDA; S:Added under Appendix E

IlI Small Organs includes Breast, Thyroid and Testicles

121 Cardiaci Adult and pediatric

131 Musc~ulo Skeletal - Nerve Block
(4] Combined mdes are: B,+MVCW.CFM+PD

151 Compound Imaging lMviewl

161 3D
171 CNN

181 Includes contrast (CoTII in Adult Cardiac for left ventricle opacification and
vrisualiation of the left ventricular endlocardial border

Prviously cleared via Appendix
E

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CDRH)



LA332 (6200 and 6260 systems)
Intended use: Diagnostic ltrasound imaging or fluid flow analysis of human body as follows:

clnclA Unti. B M PMD CWD Color Amplitude Combined Color Velocity Hlannonic Othe

Doppler Doppler 141 Mapping fTVnl Imaging (TEll
(PD)

Ophithalhmic

Fetal P p P p p p P P:

Abdouninal p p p p p p P F'

Intraoperative (Abdominal)

Tinlraoperative Neurological

Pediatric p p p p P P p,

small orgias 1p p P p P Pp p F'

Neonatal Cephalic p p p p P P P F':

Adult Cephalic

Cardiac [21 p p p p p P P p'

Transesophageal (Cardiac)

Transesophagecal (Non Cardiac)

Tranarectal

Tranavaginal

Tronsurethral

Intravrascular
peripheral Vascular p- p p p p p p P:

Iapaaopic

Musculo-iaeletal Conventional P p ppp pp

131
Musculo-skeletal superficial [31 p p p p p p p

Other (urologicall P P p I PP '

N: New indicalion; P: previously cleared by FDA; E:Added under Appendixs E

[l1 Small organs Includes Breast, Thyroid and Testicles

[21 Cardiac is Adult and Pediatric

[31 Muaculo Skeletal - Nerve Block
[41 Combined mode, are: 13M+PW*CFM+PD

[5) Compound Imaging (Mview)

[61 3D

[71 CMM

[81 Includes contrast lCnTll in Adult Cardiac for left ventricle opacification and
visualization of the left ventricular endocardial border

previously cleared via k100931
and k,103152

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CDRH)



LA435 (6200 and 6250 systems)
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as followvs:

Made tooabsoa.

Clinical Applcation B M PWDE CWD Color Amplitude Combined Color Velocity Harmoni Ofther
Doppler Doppler [4[ Mapping (TM) Imaging (JEll

(PD)

Ophthalmic

Fetal p p p p p p P

Abdominal p p p p p p p

Iniraoperative (Abominal)
Intrioperative Neurological

pediatric r p p p p p p P.

Small Organ, 1ll p p p p p p p P.

Neonatal Cephalc p p p p p p p p

Adolt Ceplic
Cardiac 121

Transesophageal (Cardiaci ______________ ____

ransesophagecal (Non Cardiaci

Tiansaginal

troamietral

Intravascular

peripheral Vascular p p p, p p P p P1

Laparoscopic

Mucuo-kee avent.onI p p p p pp P

[31
Musculo-sleletal Superficial (3) p p p p p pp.

Other (Urological) P P P.

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

[l[ Sma Organs includes Breast, Thyroid and Testicles

[2) Cardiac is Adult and Pedjalric

(31 Musculo Skeletal - Nerve Block
[41 Combined modes are: B+MvPW+CFM+PD

[5[ Compound Imagping {Mvicvv(

[61 3D
[7] CMM

[81 Includes contrast (CnTll in Adult Candiac for left ventricle opacification and
viualizaion of the left ventricular crndocardial border

Previously cleared via k100931
and k 103152

Prescription Use Only Per 21 CFR 801 Part 0
Concurrence of Center for Devices and Radiological Health (CORK)



LA522 (6200 and 6250 systems)
Intended use: Diagnostic ultrasound imaging or fluid flowv analysis of human body as follows:

Mode of Opanttoa.

Clinical A licstlo B M PWrD CWD Color Amplitude Combined Color Velcity Harmnic Otr
Doppler Dappler l41 Mapping CTVMI Imaging (TEll

(PD)

Ophthalmic

Fetal) P P P p p P P

AbdiominalP p p p p P P.

Inlrsperative lAbdomninaill

Intruoperative Neurological

Pediatric p p, p p p p p F"

Small Organs [ll p p p p p p P

Neonatal Cephalicr P p p p p p p P;

Adult Cephalic

Cardiac 12)
rainsesphageal (eardiacl

Transesophageal (Non Cardiaci

Transrectal

Tranavaa

Tranuethr

Intravacular

peripheral Vascular P p p p. p p pP:

Laarcpic
Musculo-skeletal Conventional P p ppp pp p

131
Musculo-skeletal Superficial [3] p p p p p p p P.

Other (Umroial p p p p p p Pp I .
N: New indication; Pi Previously cleared by FDA; E:Added under Appendixt E

[1] Small Organs includes Breast, Thyoid and Testicles

[21 Cardiac is Adult and Pediatric

[3] Musatul Skeletal - Nerve Block

[4] Combdined1 mods. are: B+M+CFM.PD

l5l Compound Imaging lMviewl

[61 3D
[71 CMP4

181 Includes contrast ICnTI)Iin Adult Coara for left ventricle opacification and-
visualization of the left ventricular endocardial border

Prvious.ly cleared via kc100931
and 1,103152

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CDRH)



-LA523 (6200 and 6250 systems)
Intended use: Diagnostic ultraSound imaging or fluid flow analysis of human body as follows:

Made of o'eratlons

CILInical Agmleation B M MWD CWD Color Amplitude Combined ColorVelocity INarmonic Other
Doppler Doppler [41 Mapping TVMI Imagig (TEll

Ophthalmic

petal P p p p p P P p'

Abdominal p p p P P P p:

lnoprative (Abdomial)

[ntrao,,.aive Neurological

pediatric P P p p P P p P'

Small Duslt I P P p p p P p P:.

Neonatal Cephalic p p p p p p P I

Adult Cepha

Cardiac [21 p p p p p P p,

Trensesophageal ICardiaciI

ransesophageal (Non Cardiac)

Trarairectal

ransureltral
Intravacular
peripheral Vascular- P P P p pp P P.

tapairoscopic
Musculo-skeletal Conventional p p p p p p pp,

[311
Musculo-skeletal Superficial [3) P I p p p Pp p

Othert(urological p p p p p p pP:

N: New indication; P: Ptevously Cleared by MDA; E:Addedi under Appendtx E

[ Small Organs includes Breast, Thyroid and Testicles

[21 Cariac is Adult and pediatric

[31 Muneula, Skeletal - Ne~rve Block
[41 Combined modes ame: B+M+PW+CFM.PD

[5] Compound lImaging (Mviewl)

[61 3D
[71 CMM

[81 Includes contrast ICnTII in Adult Cardiac for left ventricle opacification and
visuaization of the left venrmicular endlocardial border

previously cleared via 1,100931
and k103152

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiologial Health (CDRH)



LA532 (6250 systems only)
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mods of operations

Cliial Appleatlon B M PMD CWD Color Amplitude, Combined Color Velocity Harmonic Othier
Doppler Doppler 14] Mapping, (TVMI Imagting rrEll

(PD)
Ophthalmic

Fetal p P P P p p p p

Abdominal p p p p p p p p

Intraopertive, lAbomninll

Intraoperative Neurological

Pediatric p p p PP P p p.

Snort Orn.11 p p p P P p p p

Neonatal Cephalic p p p p p p p p.

Adult Cephalic

Catrdiac 121
Trontsophageal (Cardial) __

ranssophgeal (Non Cardiacl

Tran..rectad

rnsurethrral

Intravascular

Peripheral Vascular p I p I p p I p I p p P:

Musculo-skecletal Conventional p p, P P p p P P.

131
Musculo-skeletal Superfficial [31 p p p p p p pp

Other (Urlocl.LC1 p p p p p pp p.

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

ill Smaoll Organs includes Breast. Thyroid and Testicles

121 Cardliac is Adult and Pediatric
131 Musculo Sloeletal - Nerv Block

141 Combined mtodes ar: B+MWCFM+PD

15) Compound Imaging IPtviewl

l71 CMM

181 Includes contrast ICnTII in Adult Cardiac for left ventrcle opacilficalion and
visualization of the le ft ventricu In; endocardial border

Previously1 cleared vria k103152

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CDRH)



LA533 (6200 and 6250 systems)
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Made Of Operation,

clinical An leaostlos B M MWD CWD Color Amplitude Combined Color Velocity Hanranoi Other
Doppler Doppler (4[ Mappingo(VMI Imaging (TMl

(PD)

Ophthalmic

Fetal E E C E EC E E:

Abdominal E E E E E E E :

Intreoperative lAbdominmall

lntraoperative Neurological

pediatric E E E E E E E E:

small Organs [l[ E E E E E E E

Neonatal Cephalic E E E C, E E E E

Adult Cephalic
Cardiac [21
Transesophageal (Cardiaci

ransesophageal (Non Cardiaci

Transrec tat
Tran 'aginal

ransurethral
Intravascular

Peripheral Vascular E E E E E C E:

LoparscpicI I I I
Musculo-skele tal Conventional E E E E C E C

[31
Musculo-skele tal Superficial [3] o E CE

Other (tirlogicall E E E:C

N: New indication: P: preciously cleared by FDA: E:Added under Appendix.E

[1] Small Organ includes Breast. Thyrid and Testicles

[2) Cardic Is Adult and Pediatic

[31 Muscat. Skletal - Nerve Block
[41 Combined modies are: B+M+PW+CFM+PD

[51 Compound Imaging (Mvicwl

[61 3D
[71 CMM

[81 Include, contrast [Cnnll in Adult Cariacu for left ventricle opacification and
visualization of the left ventricular endlocardial border

Previously cleared via Appndnix
E

Presciiption Use Only Per 21 CFR 801 Part D
Concurrence, of Center for Devices and Radiological Health (CORK)



LA923 (6200 and 6250 systems)
Intended use: Diagnostic ultrasound imaging or fluid flow, analysis of human body as follows:

Clinical Applcation B M MWD CWI) Color Amplitude Combined Color Velocity Harnonic Othier
Doppler Doppler [41 Mapping ITVMI Imaging BTEll

(PD)

Ophthalmic

Fetal p P r P P P P;

Abdominal P P P P P. Pf

lntraopertive (Abdomiall

lntroopcnative Neurological

Pediatri P p p P P P P

smalDrama illj P P P P p P P 7:

N...t1lCephadic P P P P P P' P p:

Saul Cephalic,

Cardiac 121
Transesophage al ICardiaci

ranssophageal (Non Cardiacl

Transrctal

Transvaginal

Transurelhuh

Intravascl ar

Peripheral V.acuar P P P PPPP f

LaparoscopicI

Musculo-skeletal Conventional P P P P P P P P

Musculo-skeletad Superficial 13I P P P P P p P P

Other lurologicol -p P P I' P P P-

N: New indication; P: previously cleared by FDA; E:Ad ded under Appendix E

I II Small Organs includes Breat, Thyroid and Testicles

12) Cardiac is Adult and Pediatric

131 Musculo Skeletal - Nerve Block

14) Combined modes are: B-M+PW+CFM.PD

[5] Compound Imaging (Mview)

[6] 3D

[71 ColM

18) Includes contrast ICnTil in Adult Cardiac for Iteft ventricle opacificataon and
visualization of the left ventricular endocardial boirder

previously cleared via 1,100931
and k 103152

Prescription Use Only Per 21 CFR 801 Part D
Concurrneri of Center for Devices and RadiologimI Health (CORN)



SL3116 (6200 and 6250 systems)
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Modi of Operation.

dm1 U- B M MID CWD Color Amplitude Combined Color Velocity Hannnic Othe

Doppler Doppler [41 Mapping IV)Imaging rEl

(PD)

Ophthalmic

Fetal

bdortinal

lnlraoperative (Abedoumall

lnlraoperalive Neurological

Pediatrnc

Small Organs ll] E E E E E S 8

Neonatal Cephalic

Adult Cephalic

Cardiac 121

Transesophageal ICrdiacl

Transesophageal (Non Cardiacl

Tran arectal

ran..ginal

r ansurelhral

Intravascular
peripheral Vascular

La par.... c
Muscu.lo-sklal Conventional E E E E E 9 S B

(3)
Musiculo-skeletal Superficial 131 E E E E S E :

O0ther Iloogical)

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

Ill) Small Organs includes Breast, Thyroid and Testicles

[2] Cardiac is Adult and pediatric

[31 Musculo Skeletal - Nerve Block
(4) Combined modtes ar: B+M+PW+CFM+PD

l51 Compound Imaging lMviewl

161 3D

(7) CMM

[81 Includes contrast (CnTI; in Adult Cardiac for left ventricle opacification and

Previously cleared eta Appendix
E

Prescription Use Only Per 21 GFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CORN)



PA023 (6200 and 6250 systems)
Intended use: Diagnostic ultrasound imaging or fluid flown analysis of human body as followvs:

Mode of opserations

Clinicail Appliestion B M MWD CWD Color Amplitude Combined Color Velocity Harmonic Other
Doppler Doppler [41 Mappina, TVMI Imaig fTEll

(PD)

Ophthalmic
Fetal
Abdoumia

lintroprative, lAbdonsinall
inoperative Neurological

Pediatric P P P P P p p p F.

Small organs I I]
Neona btl Cephalic s' p I p I p p I p I p p.

dull Cephalic

Cardhic 121 r p p p p p p p p p.

rmscsophageal ICordiocl

ranusesophaeal (Non Cardiaici

Trnorectal

Trinsvainal

Tmnsomrela

Intrvascular

peripheral Vascular P p p p ppp P P

Loaparoscopic,
Musculo-slceletal conventional

[31
Musculo-skeletal Superficial [3F

Other (Urolagical)

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

[1l Small Organs includes Breast. Thyroid and Testicles

[21 Cardiac, is Adult and pediatric
(31 Mascuo Skeletal - Nerve Block

[41 Combined modes are: B+MWCFM+PD

(51 Compound Imauling lMviewl

161 3D
(71 CMM

181 Includes contrast ICnTII in Adult Cardiac for left ventricle opacification and
visualization of the leat ventricular endocardial border

previously cleared via k100931
and k1O3152

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CDRH)



PAl122 (6200 and 6250 systems)
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mod, of Onstioa.

clinical Application B M MWD OWD Color Amplitude combined Color Velocily Harmonic Other
Doppler Doppler [41 Mapping l'VMI Imaging TFEl)

Ophthalmic

Abdominal P I p p p P P P F:

lnlraopemtive (Abdomiinal)

lntraoperative Neurological
Pdarcp p p p p P P P F:

Small[ Organ [ll
Neonatal CephaLc P P I p P P P P P P

A dult Cephailic

Cardiac 121 P P P P P P P P P P

Traisesophiagal (Cardiaci

ra-nsesophageal (Non Cardliaci

Tranrectal

Transvaginal

Trunsurethral

Intravsclar

Peripheald VascularP P P p p P P P

LaparocopicI
Musculo-skeletal conventional
1311
Musoulo-skeletal Superficial (31

Other (urologicaft

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

Ill Small Organs Includes Breast, Thyroid and Testicles

121 Cardiac is Adult and pediatric

[31 dusculo Skeletal - Nerve Block
[41 Combined mod es are: H+M.FW+CFM+PD

[51 Compound Imaging (Mviewi)

[61 3D
[7] CMM

[81 Includes contrast (Cnfl} in Adult cardiac for left ventricle, opadication and
visualization of the left ventricular endocardial border

Previously cleared via 1,100931
and k103132

Prescription Use Only Per 21 CIFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CDRH)



PA230 (6200 and 6250 systems)
Intended use: Diagnostic ultraSound imaging or fluid flow analysis of human body as follows:

Made cou~aetlons,

clinical A plintlon B M PWD CWD Color Amplitude Combined Color Velocity Ilannni Other
Doppler Doppler 14[ Mapping (rVMI Imaging TEll

Ophthalmnic

Fetal P P P p P P P p p

Abomuinal p p p p p pp p p

Intranperative (Abdlominall

Intraoperativc Neuroklical

Fedjaric p p p p p p p p p

Small Organs III p p p p p p p p p

Neonatal Cephalic

A dult Cephalic p p p p p p P p p.

Cardiac (21 p p p, p p p p p Ptau p:

ransesopagesal (Cardiac)

ranu~ssphageal (Non Cardiac)

Trranrtal

Tranavag.inal

-rnrtba

Intravascular

peripheral Vascular p p p3 p p p p p pi

Laparoscopic,
Musculo-skeletal Conventional

Musculo-skeletal Superfficial [31

Other (Brological)

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

[I[ Small Organs Includes Breast, Thyroid and Testicles

121 Caurdia is Adult and Pediatric
[31 Musculo Skeletal - Nerve Block

[41 Combianed moude enre B+M+PW+CPM+PD

[51 Compound Imaging (Mviewl

[61 3D
[71 CMM

(81 Includes contrast ICnTII in Adult Cardiac for left ventricle opacificalion and
isualization of the left ventricular endocardial border

Preiusnly cleared via k100931
and k103152

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CORK)



PA240 (6200 and 6250 systems)
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

M... of Ogneeatlo

CMnleal Applecation B M MWD CWD Color Amplitude Combined Color Velocity Harmonic Other
Doppler Doppler [41 Mappingo(VMI Imagig T71l1

(PD)

Ophthalmic

Fetal, P P P P P pp p P .

Abdominal p P P P P P Pp P.

Inlropertive lAtbdotmill

Inlropamtive Neurological

Pediatric p p p p p P P p p

small organ Ill p P p p p P P P P

Neonata CephalicI I

Adult Cephalic P P P P p p p P ppl

Cardiac, 121 P P P p p p p P P (8 P:

Transesophageal ICardiacI
raonsesophageal (Non Cardiac)

Trarecotal

Tmnaagial

Tronsurelhral

Intravascular
Peripheral Vascular p p p Pp p p

Laparoscopic
Miusculo-skeletal Conventional

131
Musculo-skeletal Superficil [3F

Other lUrologicall________
N: Newr indication: P': Preiously cleared by FDA; E:Added under Appendix E

111 Small orans includes Breast, Thyroid and Testicles

12) Cardiac is Adult and Pediatric

131 Musculo Skeletal - Nere Block

14) combined m.oe are: 9*M+PW+CPM+PD

15) Compound Imaging Fviewl

16) 3D

17] CMM

181 Includes contrast (OnTIl in Adult cardiac for left ventricle opacification and
visualixalion of the Ileft ventricular endocardiat border

Previously cleared via k100931
and U103152

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CDRH)



BC431 (6200 and 6250 systems)
Intended use: Diagnostic ultrasounidimaging orfltuid flow analysis of human body as follows

Modle of Opertions

ClInical Applecation S PA MD CWD Color Amplitude Combined Color Velocity Ilannanic Other
Doppler Doppler [4[ Mapping (TVMI Imaging (rEl

(PDI

Ophthalmic

Fetal P P p p p p P

Abdominal P P P p p p p P.

Introopertive (Abdoimnnal

Introoperative Neurological

Pedliatric p p p p p p P

Small Organ, Ill P P P p p p P .

Nonatal Cephafic

Adult Cephalic

Cardiac [21 p p p p p p Pig) P:

(assph~a Cardiac)
(asspoclNon Caiaii,

Transaginal

Transurethrel

lntravvaacular

peripheral Vascular p p p p pv p p

ELaparoscop p Ic
Museulo-akeletal Conventional p P Ppp ppp

[31
Musculo-skefletal Superficial [3] P p ppppp P.

Other (llroogicall P I P p

N: Newr indication: P: Previusly cleared by PFDA: E:Added under Appendix E

Ill Small Org aicludes Breast. Thyroid and Testicles

121 Cardiac is Adult and Pediatric
[3[ Musculo Skeeletal - Nerve Block

14) Combined moexs are: BM+PW+CPM+PD

[5) Compound Imuagino (Mviewi

[61 3D]4D
[7) CMM

[8] I ncludes contrast lCn~ll in Adult Cardia for left ventfricle opacification and
visualiatdion of the left ventricular endocardial border

previously cleared via k100931
and k1l03l52

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CDRH)



BC441 (6200 and 6250 systems)
Intended use: Diagnostic ultrasound imaging or fluid flowt analysis of human body as follows

M1od. of O.nstio.

ClH.l.l A pliestca B M PWVD CWD Coslor Amplitude combined Color Velocity Hannnic Oither
Doppler Doppler [4] Mapping (TMI Imaging (TEll

WPD)

Ophthalmiac

Fetal E E E E E E E:

Absdominal E E E a E E FE

lnroeaie(Abdortnill

lntaoperaive Neuroloical.

Pediaitric E E E E E E E E

Small Organ Ill E E E E E E E:

Ne.. onat CephalicI II
Adult Cephalic

Cardiacl[21 E E E A E E F

raonsesophangeal (Cardiaci

Transensophiageal (Non Cardiiaci

Trarcusrc I
mnaa ginalt

Transurffhnal

Itrravascular

Peripheral Vasular a E E E E E

[,aparoscopicI I II

Musculo-skeletal Conventional E E E E E E:

Musculo-skecletal Superficial [3) E E a a E E E E;

Other ftlilogicall E E 6 E E SE

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

[1l Smiall organts includes Breast, Thyroid and Testicles

[21 Cardiac is Adult and pediatric

[3] Musculo Skeletal.- Nerve Block

[4] Combined! nodes are: B+M+PWV+CFM+PD

[51 Compound lImaging lWviewl

161 3D/4D

[71 CMM

181 Includes contrast (CnTII in Adult Cardiac for Ileft ventrncle spacification and
visualization or thec left verntilar endoscardial border

Prevriously cleared via Appendixc
E

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CORN)



BL433 (6200 and 6250 systems)
Intended use: Diagnostic ultrasound imaging or fluid flowv analysis of human body as followvs:

Mod. of Oneains

Clinica A les.tlon B B MED CWD Color Amplitude Combined Color Velocity Harmonic Other

Doppler Doppler [41 Mopping (TVMI Imaging rrEI

Ophuthalmic

Fetad P P P P p p P P

Abdominal P p p p p PP -

Introoperative lAbdominall

lnxoperative Neurological

Pediatric P P P P p P P P;

Smrall Organ [ll p p p Pp P P;

Neonatal Cephalic P I p I P P P P P;

dult Cephalic

Cardiac [2)

ransesophagel (Cardiac

ran7sesophagead (Non Cardiaci

Tran erectal

Transasaginad
Tranurlhral

Inravasscular
Peripheral Vascular P p p p p P

LaparoscopicI I
Musculo-skecletal Conventional p p p P p p P

[31
Musculo-skeleta Superficial 131 P p p P Pp P;

Other lUmroicalP p p p p P,

N: New indlication: P: previously cleared by FDA; E:Ad ded under Appendix K(

[1] Small Organs includes Breast, Thyroid and Testicles

[2] Cardiac is Adult and pediatric

[3] Musculo Skeletal - Nierve Block
[4l Combined moades are: B+M+PW+CPM+PD

[51 Compound Imaging lMviewl

[61 3D/4D

[7l CMM

[8] Includes contrna (Cnrll in Adult Cardiac for left ventricle opacification and
visualiation of the left ventricular enidocardial border

previously cleared via 1,100931
and k(103152

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiologicali Health (CDRH)



8E1 123 (6200 and 6250 systems)
Intended use: Diagnostic uItrasound imaging or fluid flow analysis of human body as follows:

Mod, of loucration.

Clinical Aplcation B M PMD CWD Color Amplitude Combined Color Velocity Harmonic Other
Doppler Doppler l4] Mopping (TVM)Ilmaging TEll

(PD)
Ophthbalmic

Fetal P P p P P p p

Abdominal

Intoprative (Abdominall

Introoperative Neurological

Small Organs It l
Neonatal Cepham icI
Adult Cephalic
Cardiac [2]

Trassophaigeal (Cardiac)
cransesophageal (Non Cardiacl

Transreclal p p p p p p pP.

Transvaginal p p p PF p p,

Transurethral

Intraacular

peripheral Vascular
Laparoscopic
Musculo.-skeleta Conenional

131
Musculo-skeletal Superfictal 13l

Other (IrIcall.1 p p I p I p p P.

N: New indication: P: Previous ly cleared by FDA; E:Ad ded under Appendix E

[1] Small Organs includes Breast, Thyroid and Testicles

[2] Cardiac is Adult and pediatric

[3] Mouscato Skeletal - Nerve Block

[4] Combined codsts are: B-M±P+CFIcMPO

151 Compound Imaging (Mviewl

[6] 30/4D
[7l CMM

181] Includes contrast ICnTII in Adult Cardiac for left ventricle opacification and
visualization of the left ventricular endlocardial border

Previous ly cleared via kl00931
and k103152

Presciption Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CDRH)



EC123 (6200 and 6250 systems)
Intended use: Diagnostic ultrasound imaging or fluid flowo analysis of human body as follows:

Clinical Applcation 9 M PWD CWD Color Amplitude Combined Color Velocity Harmonic Other'I
Doppler Doppler [41 Mapping rrVMl Imaging fi~fh

WP0)

Ophthalmic

FetW P P P PP P P.

Abdominal Ei H E E E E E 5

lntaoperative Abdoamnall

lntriatorate Neurological
pediatric

Small Organ. I1l
Neonatal Cephalic

Mult Cephalic

Cardiac [2)
Transesophageal1 ICrdiacl
ransesophageal (Non Cardiaci

rianactal P P P P P P P P S

Tranovaginal P P P P P P P P

Transuretbral

httrat'flscutar

Peripheral Vascular E E E E E E L; F

Musculo-aceetal Conventional
(31
Musculo-skeletal Superficial 131

Other jrologieaft P P P P P Ppp

N: New indication; P: Previously cleared by FDA; E:Addedl under Appendix E

[ 11 Small Organs includes Ureasl. Tfhyroid and Testicles

[21 Cardiac is Adult and pediatric

(3i Musculo Skeletal - Nerve Block
(4) Combined modes are: B+M+PW+CPM+PD

(5) Compound Imaging lMviewl

J6I 3D

(7) CMM

(8I Includes contrast Cn$11 in Adult Cardiac for Ileft ventricle opacinication and
visualization of the left ventricular endocardial border

previously cleared via ItO003l1
k103t52 and Appendix E

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CORH)



EC1 123 (6200 and 6250 systems)
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mlade of Operations

clinical Avolicstloo B (4 PWD CWD Color Amplitude Combined Color Velocity Harmonic Other'I
Doppler Doppler [41 Mapping (TVM) Imaging (TEI(

(PD)

Ophthalmic

Feta P P P P P P, P P.

Abdominal Et IE Ei Et E E E 5

Introoperative (Abdominal)

tntraoperative Neurological
Pediatric

Small Organ [1)
Neonta Cephalic I II

Mutt Cephalic
Cardiac 121
Tramnsophage (Cardia)
Transesophiagea (Non Crdiacl

Transrectat P P I' P P P P P

Traaabia P P P P P P P P 5

Transurethral

Intravascular

Periphetral Vacuar Et Et Et I Et E

Lapasopic

Musculo-skeletal Conventional

[31
Musculo-akeletal Superficial 131

Other tlroloicalj P P P P' PP P P

N: New indication; P: Previously cared by FDA; E:Added under Appendix E

[l[ Small Organs includes Breast, Thyroid and Testicles

[2) Cardinc is Adult and pediatric

(3) Musculo Skeletal - Nence Block

l41 Combined modes are: D,+M+WCFM+PD

S5I Compound Imaging (Mview(

161 3D

17l CIM

I8] Includes contrast (CnTI( in Adult Cardiac for left ventricle opacification and
visualization of the left ventricular endocardial border

Previously cleared via k100931,
k103152 and Appendix E

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiologicali Health (CDRH)



TEE022 (6200 and 6250 systems)
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Clinical Aumllntloa B M PWD CWD Color Amplitude Combined Color Velocity Harmonic Other

Doppler floppier 141 Mapping rrvI inIaging (TEll
(PD)

Ophthalmtic

Fetal

Abdominal
Intesoperative (Abdominal
In-toperative Neurological

Pediatric

Small Organs Ill
Neonatal Cephalic
AdMult Cephalic

Cardiac 121
Transesopha,,eal Carda) p p p p P:

ransesophageal (Non Cardiac)

Transretat

conavinal

Trtnsurethliai

Inraascur
peripheral Vascular

aparoscopic

Mu...ulo-skeletal Conventirounl
[31
Musculo-skelotal Superficial [31

Other (luoial f- - --

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

IlIl Small Organs includes Breast. Thyroid and Testicles

12) Cardiac is Adult and pediatric
13) Musculo Skeletal - Nerve Block

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

[5] Compound lImaging (Mview)

161 3D
[7) CMM

[8] Includes contrast (CnTll in Adult Cardiac for left vemntrcle opaciftoation and
visualization of the left ventricular endocardial border

previously cleared via 1,100931
and k103152

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Canter for Devices and Radiological Health (CDRH)



TEEI32 (6200 and 6250 systems)
Intended use: Diagnostic ultrasound-imaging or fluid flow analysis of human body as follows:

Mods of Operations

Clinical A leaiton B M PWD CWD Color Amplitude Combined Color Velocity Harmonic Other
Doppler Doppler,, l(4 Mapping tlVM) Imains DrEll

(PD)

Ophthalmic
Fetal

Abdominal

inrao perative (Abdominall

Intrauperuative Neurologrica

Pediatric
small Organs Ill
Neonatal Cephalic
A dult Cephalic,

Cardiac 121

Transesphageal (Cardiac p P p p p P P P P'

ransesophageval (Non Cardiact

Transcrctal

Transturethiral

Intravascular

Peripheral Vascular

aiparoscopic
Musculo-skeletal Conventional

131
Musculo-skeletal Superficial [31

Other (Urological- - --

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

Ill Small Organs Includes Breast, Thyroid and Testicles

[21 Cardice is Adult and Pediatric

(3) Musculo Skeletal - Nerve Block

[41 Combined modes are: B+M.PW+CIIM.PD

[51 Compound lImaing fMviewl

161 3D

(71 CMM

[81 Includes contrast ICnTII in Adult Cardiac ror left ventricle opacification and
visualization of the left ventricular endocardial border

Previously1 cleared via k100931
and k103152

Prescription Use Only Per 21 CFR 801 Part 0
Concurrence of Center for Devices and Radiological Health (CDRH)



10E323 (6200 and 6250 systems)
Intended use: Diagnostic ultrasound imaging or fluid flowi analysis of human body as follows:

Clinical Appiceation B IA MD CWD Color Amplitude Combined Color Velocity Harmonic Other
Doppler Doppler [41 Mapping CTVM Im[aging TrEll

Fital p p p P P P p P

Abomicnal P p P P p p P P

lntraoperative (Abdommnall P P p p p p p p

lntraoperative Neurological

pedjantic p p P p p p, P P;

Small Onions~t p1 p P p p p P.

Neonatal Cephalic p p p p p p p p:

Adult Cephalic
Caiaic 121
Tonsessophageald (Cardiaro)

ranseophaeal (Non Cardiac)

ransrecatal
Trinsovainal

TruanuethruI

peripheral Vascular P p p p p ppp
apromseopic

Musculo.skelta Conentional P p p p p p P P

131
Musculo-sl'eletal Superficial [31 p p p ppp p.

Other (Biological) I P R.P

N; Neew indication; P: Preolyif cleared by FDA; E:Added under Appendix E

[Il Small Organs includes Breast, Throid and Testicles

(21 Cardiac is Adult and pediatric

131 Musculo Skeletal - Nerve Block

141 Combined moades are: B,+MWCFM-tPD

151 Compound Imaging (Mviewl

161 3D
171 CIMM

181 Includes contrast (CnTII in Adult Cardiac ror left ventricle opacification and
visualization of the left ventricular endocardial bordter

previously cleared vria kt00931
and 1,103152

Prescuiption Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CDRH)



10T332 (6200 and 6250 systems)
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:t

Mod, of opertions

clinical Application B M PWD CV/D Color Amplitude Combined Color Velocity Harmonic Other
floppier Doppler [41 Mapping (rVM) Imaging rr~ii

(RD)

Ophthalmic

Fetal E E N E E E a

Abdominal E E E E E 9 S

Intrariperative (Abdominal) E E E ES E

Intronperative Neurological
pediatric a E E F E E E5

small Organ I1l E E E E E S

Neonatal Cephlic E E E E E ES

A dult Ce1,halic
Cardiac [21

Tranrsesophageial (Cardiac)
ranseophageal (Non Cardiac)

ran srectal

rainecvainal
riansurthral

Intravascular

Peripheral Vascular E E E E S E N

Laparoscopi
Musculo-slceet Convcntional k E E E E E E E

131
Musculo-slcetl Superficial 131 E I, a N E EE

Othier tUolgicall E I E I E E

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

IlI Small Organs includes breast. Thyroid and Testicles

121 Cardiac is Adult and pediatric

131 Musculo Skeletal - Nerrve Block
[4l Combined moodes are: B M+ CFM+PD

[5) Compound Imaging (wviewl

[6) 3D

[7l CMM

[81] Includes contrast fCnTII in Adult Cardiac for Ileft ventricle opacificatian and
visualization of the left ventricular endocardiad border

Previusly cleared vin Appendix
E

Prescription Use Only Per 21 CFR 801 Part 0
Concurrence of Center (or Devices and Radiological Health (CDRH)



10T342 (6200 and 6250 systems)
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mode of 01seAtioas

Clinical Applcation B M PWD CWD Color Amplitude Combined Color Velocity Harmirc Other
Doppler Doppler 141 Mapping fTVMI Imaging BTEhl

(PD)

Ophthalmic

Feut E E E E r E E E:

Abdominal E E E E B EE

Introoperative (Abdominal) E E E E E E E E:

lntomprative Neurological

Pediatric E E E E E E E

Small Organs [1l E E E B E B

Neonatal Cephalic E E E E g EB

Adult Cephalic
Cardiac 121
Tanseso~phaleal (Cardiaci
raassophageal (Non Cardiac)

Transroctal

Tranavaginal

raonsurelhal

Itravscar

peripheral Vascular E E E B r E F

LaparoscopicI

Musculo-elceletai Conventional F E E E F EB

131
Musculo-sloeletal Superficial [31 E B E E E F

Other (ljroocallef E E F E E E.

N: ew ndiatin: : reviously cleared by FDA; E:Added under Appendix E

[11 Small Organs includes Breast, Thyroid and Testicles

121 Cardiac is Adult and Pediatric

l31 Musculo Skeletal - Nerve Block

[41 Combined modres are: B+M4-PW+CFM+PD

(51 Compound Imaging lMviewl

[61 3D

[7I CMM

181) Includes cotrst ICnTII in Adult Cardiac for left ventricle .. pacidecation and
vismualzton, of the left ventricular endocanri border

previously cleared via Appendix
E

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices, and Radiological Health (CDRH)



LP323 (6200 and 6250 systems)
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mod, of Ogestions

Clinical Aplecation B M MWD CWD Color Amplitude Combind Color Velocity Hannonic Other
Dopler Doppler [41 Mapping ITMM) Imagig rEll

Ophithalmic,

Fetal p p p, P P P P?

Abdominal P P P P P P P P:

Inlraoperative (Abdominal)
lntraoperative Neurological

Pediatr P P P P P P P P

Sai Organ [1] t, P P p P P P F:

Neonatal CephaLcI II
Adult Cephalic
Cardiac 121
rassphageal (Crdiaci

ranssophageal (Non Cardiac)

raunretal
rianavagfinal

rasrthral
Intravascular

Peripheral Vascular P F P P P P P P

Laparoscopic P P p P P P P P

Musculo-skeletal conventional

[31 
IIIIM usculo-skeletal Superficil [3]

Other Wurologicall

N:Nw indication: P: Previously cleared byFDA; E:Added under Appendix E

[1] Sai Org ns includes Breast, Thyroid ad Teslicles

[21 Cardia is Adult and Pediatric

[31 Musculo Skeletal.- Nerve Block
[4] Cominued moades are: B+PA+PWCFM#PD

[5] Compound Imagig (Mviewl

[61 3D
[71 CA

[8) Includes contrast ICnTI} in Adult Cardiac, for left ventricle opacification and
visualization of the left ventricular- endocardial border

Previously cleared via k100931
and k103152

Prescription Use Only Per 21 CIFR 801 Part D
Concurrence of Canter for Devices and Radiological Health (CDRH)



TRT33 (6200 and 6250 systems)
Intended use: Diagnostic ultrasounidimaging or fluid flow analysis o~f human body as follows:

Mods of~neratlons

Clinical Applcation B M MWD CWO Color Amplitude Combined Color Velocity Harmonic Other

Doppler Doppler 14) Mapping rNMl Imaging (TMl)

(VD)

Ophthalmic

Fetal P F p p p P P p'

Abdominal
Intrnoppetive (Abdomtinal]

Inlrooerative Neuroloical
pediatric

small Organ Ill
Neonatal Cephalic

Adult Cephalic
Caric 121

ransesphageal (Cardiaci

ransesphagea (Non Cardiacl

Trumsrectal p p p p p p p p

Trnsvaginal p p p P P p p p

Transurclbral

Intravacula

peripheral Vasrular
Laparoscpic

Musculo-skeletal Conventional
131
Musculo-skeletal 

Superficial [3l

othierflUrologicall P P pp P P p p

N: New, indication: P: previously cleared by FDA: E:Addcd under Appendix E

[ll Smal Organs includes Bnrat. Thyrid and Testicles

[21 Cardiac is Adult and pediatric
131 Musculo Skeletal - Nente Block

141 Combined modes a: B+M+WCFM+PO

[5l Compound Imaging (Moiew)

[61 3D
[7l CMM

[8] Includes comn trs CnTII in Adult Cardiac for left ventricle opacifieation and
visualization of thec left veruluar endocardial border

previously cleared via k10093t
and 1,103152

Prescription Use Only Per 21 CFR 801 Part I)
Concurrence of Center for Devices and Radiological Health (CORH)



2CW (6200 and 6250 systems)
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

Mods of operation,

clinical Applcation B M PWD CWD Color Amplitude Combined Color Velocity Haroic Other

Doppler Dloppler 141 Mappin (rVM) Imagsing (TEll

WD)l
Ophithalmnic
Fetal

Abdominal
Intraoperative (Abdominal]

Introperative Neurological-

Pediatric

Smiall Organs [I]l

Neonatal Cephalic

Adult Cephalic
Cardiac [2]1

raonsesphagal (Cardiac)
Transesophageal (Non Cardiac)

Trasrectal

ran svaginal

ransurethral

Intravascular

Periphral Vascular P

Laparoscopic

Musculo-sl cal Conventional
[31
MusculoI-skoeletal Superficial [31

Other (urologicall

N:Nw indication; P: Previously cleared by FDA; E:Added under Appendix E

[1l Sma Orga Includes Breast, Throd and Testrice

[21 Cardiac is Adult and Pediatric

[3) Musculo Skeletal - Nerve Black
[4] Combined modes are: B.+MWCFM#PD

[51 Compound lImaging (Mview)

[61 3D

[71 CMM

181 Includes contrast (CnTI) in Adult Cardiac for left ventricle opacification and
vrisualization ofthe left ventricular endocrdil bourder

Previously cleared vik1100931
and 1,103152

Prescription Usei Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CDRH)



SCW (6200 and 6250 systems)
Intended use: Diagnostic ultrasound imaging or fluid flow analysis of human body as follows:

... e ofOnu i

Clinlcal Application B M FIND CWD Color Amplitude combined Color Velocit Harmonic Other

Dopplern Doppler 14) Mapping ITVif Imagi CrEll
(PD)

Ophthalmic

Fetal
Abdominal

lntraoperative (Abdominal)

ntro;operatve Neurological

Pediatric
SimaU Organ [ll

Neonatail Cephailic

Adult Cephalic
cardiac [21
Transesophageal (Cardiaci
Fransesophaxtal (Non Crdiaci

Tranarec tat
Tran avaginal

Transurethral

Intraascular
peripheral Vascular

ILaparoascopic
Musculo-skeletal conventional

131
Musculo-skeletal Superficial 131

Other lurologicall

N: New indication; P: Preiouly cleredl by FDA; E:Added under Appendix E

1ll Small Organs includes Breast, Trhyroid and Testicles

[21 cardiac is Adult and pediatric

[3) Musculo Skeletal - Nerve Block
[4l Combined modes ma: B+M+PW-CFM+PD

[51 Compound Imaging Iiew)

[6) 3D

[7l CMN

[81 Includes contrast ICnTII in Adult cardiac for left ventricle opacification and
visualization of the left ventricular endcluardil bordter

Preiously cleared via k100931
and k 103152

Prescription Use Only Per 21 CFR 801 Part D
Concurrence of Center for Devices and Radiological Health (CDRH)



HFCW (6200 and 6250 systems)
Intended use: Diagnostic ultraSound imaging or fluid flow analysis of human body as follows:;

Mod, of 0.etio.

Clinical Applieation B M MWD CWD Color Amplitude Combined Color Velocity Harmonic Other
Doppler Doppler 141 MarppingalvMiv Imaging (TEll

Ophthalmic

Abdominal
Introoperative (Abdominall

tropemitive Neurological

Peatric _____

Small organ, 111

Neonatal Cephatic

Adult Cephalic
Cardiac 121
Tranesophageal (Cardiaci

ransesphageal (Non Cardiacl

ranavaginl

Transurethirnt

Intravascur

peripheral Vascular P

Laparoscopic
M.usulo-skeletal Conventional

Musculo-skeletal Superficial [31

Other (Urological it- - --

N: New indication; P': l'-eiously cleared by LDA E:de nerApni

Ill Small Organs include, Breast, Thyroid and Testicles

121 Cardiac is Adult and Pediatrc

(31 Musculo Skeletal - Nenre Block

[41 Combined modes are: B+MPW*CFN+PD

151 Compound Imaging IMviewl

161 3D

171 CMM

181 Includes contrast ICnTII in Adult Cardiac for left ventricle opecification and
visualization of the Iel fventricu lar endocardial border

Previously cleared via kt00931
and k103152

Prescription Use Only Per 21 CFR 801 Part D
ConcurenCe of Center for DeviCes and Radiological Health (CDRH)


