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510(k) Summary of Safety and Effectiveness

This summary of 510(k) safety and effectiveness information is being submitted
in accordance with the requirements of 21 CFR 807.92.

The assigned 510(k} number is: K13205%9

Submitter

Advanced Instrumentations, Inc.
6800 N.W. 77" Court

Miami, Fl 33166
Telephone: 305-477-6331
Fax: 305-477-5351

Registration # 1066270

Official correspondent.:

Jorge Millan, PhD

Email: imillan@hiatec.org
601 West 20 St

Hialeah, FL 33010
Phone : (305) 925-1260

0
Date Prepared: (T2 5 2013

October 24, 2013

Device name and
classification;

¢ Device Name: DUS-5000 Diagnostic Ultrasound System

e Classification Name: 892.1550 System, Imaging, Pulsed Doppler Ultrasonic
Product code: IYN
892.1560 Ultrasonic, Pulsed echo,Imaging
Product code: IYO
892.1570 Transducer, Ultrasonic, Diagnostic
Product code: ITX
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DUS-5000 Diagnostic Ultrasound System

_ & Regulatory Class: Class Il

Predicate Device:

Model US0 Diagnostic Ultrasound System, K123249 Manufacturer: EDAN
Instruments

Device Description:

The DUS-5000 Diagnostic Ultrasound System, which applies advanced
technologies such as Phased Inversion Harmonic Compound Imaging (eHClI),
Multi-Beam-Forming (mBeam), Speckle Resistance imaging (eSRI), and Spatial
Compounding Imaging, etc. Various image parameter adjustments, 12.1 inch
LCD and diverse probes are configured to provide clear and stable images.

Its function is to acquire and display Ultrasound images in B-mode, M-mode,
PW-mode, Color-mode, PDI/DPDI mode. This system provides a series of
probes that include linear array, convex array, micro-convex array with a
frequency range of approximately 2.5 MHz to11 MHz.

Intended Use:

The diagnostic ultrasound system (DUS-5000) is applicable for adults, pregnant
women, pediatric patients’ ultrasound evaluation in hospitals and clinics. It is
intended for use in abdominal, obstetrics, gynecology, pediatric, small parts,
urology, peripheral vascular, musculoskeletal (conventional and superficial),
transvaginal and cardiac clinical applications, by or on the order of a physician
*or similarly qualified-health care professional.

Effectiveness and Safety Contraindications:

Clinical Test

Clinical testing is not required

Non-clinical test:
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DUS-5000 Diagnostic Ultrasound System

The following safety standards are conducted on the subject device:

1. IEC 60601 -1 Electrical Safety

2. IEC 60601-1-2 Electromagnetic Compatibility

3. Acoustic output testing as per the guideline "Information for
Manufacturers Seeking Marketing Clearance of Diagnostic Ultrasound
Systems and Transducers" dated September 9, 2008.

4. 1S5S0 10993-1, ISO 10993-5 and ISO 10893-10

Comparison to the predicate device:

The subject device has identical technology characteristics, same intended use,
same product design, materials and manufacturing process, as well as same
performance effectiveness, performance safety and the same needie-guide
bracket material, property and sterilization methods as the predicate device.

Substantially Eguivalent Determination:

This premarket notification submission demonstrates that DUS-5000 Diagnostic
Ultrasound System is substantially equivalent to the predicate device.
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DEPARTMENT OF HEALTH & HUMAN SERVICES * Public Health Service

Food and Drug Administration

10903 New Hampshire Avenuc
Document Control Center - WO66-(G609

Silver Spring. MD 20993-0002
October 25, 2013
Advanced instrumentations, Inc.
% Jorge Millan, Ph.D.
Official Correspondent
Hialeah Technology Center, Inc.
601 West 20 Street
HIALEAH FL 33010

Re: K132059
Trade/Device Name: DUS-5000 Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regutatory Class: 11
Product Code: IYN, IYO, ITX
Dated: October 8, 2013
Received: October 10,2013

Dear Dr. Millan:

We have reviewed your Section 510(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 truthful and not misleading.

This determination of substantial equivalence applies to the following transducers intended for
use with the DUS-5000 Diagnostic Ultrasound System, as described in your premarket
notification:

Transducer Model Number

C352UB E612UB C422UB.
L1042UB C612UB L552UB
L742UB c6l52UB

If your device is classified (see above) into either class 11 {(Special Controls) or class 111 (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.



Page 2—Dr. Millan

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 CFR 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.{da.gov/MedicalDevices/ResourcesforY ou/Industry/default.him. Also, please note
the regulation entitled, “Misbranding by reference to premarket notification™ (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to

hiip:iwww. fda.gov/MedicatDevices/Salen/Reportal’ rublemdde tault.him for the CDRH's Office
of Surveillance and Biometrics/Division of Postimarkct 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) 796-7100 or al its Internet address
hitp://www.lda.eov/MedicalDevices/Resourcestor You/Indusiry/default. htm.

Sincerely yours,

3

Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics
and Radiological Health
Center for Devices and Radiological Health

Enclosure



Advanced instrumentations
DUS-5000 Diagnostic Ulirasound Sysiem
510K Submission

Indications for Use
510(k) Number (if known): K132059

Device Name: DUS-5000 Diagnostic Ultrasound System

Intended Use:

The diagnostic ultrasound system (DUS-5000) is applicable for adults, pregnant women, pediatric
patients’ ultrasound evaluation in hospitals and clinics. It is intended for use in abdominal, obstetrics,
gynecology, pediatric, small parts, urology, peripheral vascular, musculoskelelal (conventional and
superficial). transvaginal and cardiac clinical apphcanons by or on the order of a physician or
similarly qualified health care professional.

Prescription Use >< ' Or  Over the Counter Use .

(21 CFR Part 80) Subpart D) (21 CFR Part 801 Subpan C)

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

Concurrence of CORH; Office of In Vitro Diagnostics and Radiological Heailth (OIR)

)

(Division Sign-Off)
Division of Radiological Health
Office of In Vitro Diagnostics and Radiological Health
510k ___ K132059




Diagnostic Ulirasound System
510K Submission

-

Intended Use:

Diagnostic Ultrasound Indications for Use Fbrm
DUS-5000 Diagnostic Ultresound System

Diagnostic ultrasound imaging or fluid flow anglysis of the human bedy as follows:

Clinical Application

Modc of Opcration

Ceneral

Specilic

B M [PW

Ccw

Color

Combined
(Specify) 1"

Other
{Specify) 12117]

Ophthalmic

Ophthalmic

Fetal / Obstetrics

Abdominal

Intra-operative (Specify)

Intra-operative (Neuro logical)

Laparoscopic

Pediatric

Small Organ (Specify) *

Fetal

Neonatat Cephalic

fmaging

Adull Cephalic

& Other

Trans-rectal

Trans-vaginal

Trans-urethral

Musculo-skelctal{ Conventional}

Musculo-skeletal (Superficial)

Intravascular

Ohher (Specily) **

Adult Cardiac

Pediatric Cardiac

=™

Cardiac

Intravascular{ Cardiac)

Trans-esoph.{Cardiac)

Intra- cardiac

Peripheral

Peripheral vascular

vascular

Other (Specily)

N = new indication; P = previously clearcd by FDA; £ = added under this appendix PDI= Power Doppler Imaging
Additional comments: Combined mode: 8+M, B+PW, B+Color. B+PDI/DPDL. B+Color+PW, B+PDI/DPDI +PW

Note  * Small Organ includes Thyroid, Testes, Breast | Cleared applications under_K123249
** Other use includes Urology, Kidney, Gynecology
L11:PD}: Power Doppler Imaging , DPD1; Directional Power Doppler Imaging
2} Biopsy Gujdance
3]; Harmonic | ing. This leature dogs not conjrasl agent.

(PLLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGIE: IF NEEDEDR)
Concurrence of CDRH; Office of In Vitro Diagnostics and Radiological Health {QIR)

Prescrintion Use (Per 21 CIFR 801,109




Diagnostic Ulirasound System
510K Submission

imended Use:

Diagnostic Ultrasound Indications for Use Form
DUS-5000 with C352UB

Diagnostic ultrasound imaging or luid Now analysis of the human body as foliows:

Clinical Application

Mode ol Operation

General

Specific

B M PW

Combincd
(Specify) M

CW | Color

Other
{Specify) 1

Ophthalmic

Ophthalmic

Felal / Obstetrics

Abdominal

Intra-operative {Specily}

Intre-operative {Ncuro logical)

Laparoscapic

Pediatric

Smell Organ {Specify) *

Fetal

Nconatal Cephalic

Imaging

Adult Cephalic

& Other

Trans-recial

Trans-vaginal

Trans-urethral

Musculo-skeletal{Conventional)

Musculo-skeletal (Superficial)

Intravascular

Other (Specify) **

Adul Cardiac

Pediatric Cardinc

Cardiac

Intravascular(Cardiac)

Trans-esoph.(Cardiac)

Intra- cardiac

Peripheral

Peripheral vascular

vascular

Other (Specily)

N = new indication; P = previously cleared by FDA: E = added under this appendix P

Di= Power Doppler Imaging

Additional comments: Combined mode: B+M. B+PW. B+Calor. B+PDI/DPDI, B+Color+PW, 13+ PDI/DPDI +PW

* Small Orpan i d 1 reast |Cleured applic g 'r K123249
** Oiher use includes Urology, Kidney, Gynecology
el rl ing ,DPDI: Directi wi magi
[2): Biopsy Guidance
3]: Har i in is S se GOt o,

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH: Office of In Vitro Diagnostics and Radiological Health (CIR)
Prescription Use {Per 21 CFR 801.109)

6-3




Diagnostic Ulrasound System
510K Submission

Diagnostic Ultrasound Indications for Use Form

DUS-5000 with L1042UB

Jransducer

Clinical Application

Mode of Operation

General

Spegific

B M

PW

Cw

Color

Combined

Other
(Specify} ™™

Ophthatmic

Ophthalmic

(Specify) I

Feal
imaging
& Other

Fctal / Qbsictrics

Abdominal

Intra-operative (Specily)

Inira-operative {Neuro logical)

Laparoscopic

Pediatric

Small Organ (Specify) *

P

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Musculo-skelctal{ Conventional)

P

Musculo-skeictat (Superficial)

k4

P

I)

Intravascular

Other (Specifly) **

Cardiac

Adult Cardiac

Pediatric Cardiac

Imravascular{Cardiac)

Trans-esoph.(Cardiac)

Intra- cardiac

Peripheral
vascular

Peripheral vascular

Other (Specily)

N = new indication; P = previously ¢leared by FIDA: £ = added under this appendix PDI= Power Doppler Imaging
Additiona) commenis: Combined mode: B+M, B+PW. B3+Color. B+PDIVOPDI, B+Color+PW, B+PDI/DPDI +PW

Note _* Small Organ _includes Thyroid, Tesiges, Breast {Cleared applications under K123249
*¢ Other use includes Urology, Kidney, Gynecology

1]: PD];: Pow o r PDI; Dirceti wer Doppler ping
|12]; Biopsy Guidance
; Har i i "his {eaw usy contrast pgent.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED}
Concurrence of CDRH: Office of in Vitro Diagnostics and Radiological Health (QIR)
Prescription Use (Per 21 CFR 801.109)
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Diagnostic Ultrasound System
510K Submission

Diagnostic Ultrasound Indications for Use Form
DUS-5000 with L742UB

Transducer

Clinical Application

Mode of Qperation

General

Specific

B M | PW

CW | Color | Combined

{Specify) MM

Other
(Specify) [2)3)

Ophthalmic

Ophthalmic

Fetal / Obsletrics

Abdominal

Intra-operative (Specify)

Intra-operative (Neure logical}

Laparoscopic

Pediawic

Small Organ (Specily) *

Fetal

Nconatal Cephalic

Imaging

Adult Cephalic

& Other

Trans-rectal

Trans-vaginal

Trans-urethrel

Musculo-skeletal(Conventional)

Musculo-skelelal (Superficial}

Intravascular

Other (Specify) **

Cardiac

Adul Cerdiac

Pediatric Cardiac

Intravascular{ Cardiac)

Trans-csoph.(Cardiac)

Intra- cardiac

Peripheral

Pcripheral vascular

vascular

Other (Specify)

N = new indication; P = previously cleared by FDA; E = addcd under this appendix PDi= Power Doppler Imaging
Additional comments: Combined mode: B+M, B+PW, B+Color, B+PDI/DPDI, B+Color+PW. B+PDI/DPDI +PW

Not * Small n includes T id, T Breast |Clears jcations under K123248
** ther usg i Urplopy, Kidney, G y
L1]1: PDI: Power Doppler Imagi DPDI; Directi ler Imaging

12]: Biopsy Guidance

{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH: Office ol In Vitro 1)iagnostics and Radiological Health (OIR)
Prescription Use (Per 2t CFR 801,109}
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Diagnostic Ulirasound System
510K Submission

Diagnostic Ultrasound Indications for Use Form
DUS-5000 with E612UB

Xransducer

Clinical Application

Mode of Operation

General

Specific

B M | PW

Cw

Caolor

Combined
(Specify) "

Other
(Specify) 1"

Ophthalmic

Ophthalmic

Fetal
Imaging
& Other

Fetal f Obsicirics

Abdominal

Intra-operative {Specity)

Intra-operative (Neure logical)

Laparoscopic

Pediatric

Smal! Organ (Specify) *

Neonatal Cephalic

Adult Cephalic

Trans-recial

Trans-vaginal

Trans-urethral

Musculo-skelelal{ Conventional)

Musculo-skeletal (Superficial)

Intravascular

Other (Specify) **

Cardiac

Adult Cardiac

Pediatric Cardiac

Intravascular(Cardiac)

Trans-csoph.(Cardiac)

Intra- cardiac

Periphcral
vascular

Pcripheral vascular

Other (Specily)

N = new indication: P = previously cleared by FDA: E = added under this appendix PDI= Power Doppler Imaging
Additional comments: Combined mode: B+M. B+PW. B+Color, R+PDI/DPDI. B+Color+*W. B+PDVDPDI +PW

Note  * Smali Organ includes Thyroid, Festes, Breast IClearcd applications under K123249

=+ Other use includes Urolopy, Kidney, Gynecology

§1]: PDI: Power Doppler Lmaging .DPDL; Dircctional Power Doppler Imagipg
[2): Biopsy Guidance
: Harmo i i e n it

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH; Office of In Vitro Diagnostics and Rediologicat Health (OIR)
Prescription Use (Per 21 CFR 301.109)
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Diagnostic Ultrasound System
510K Submission

Diagnostic Ultrasound Indications for Use Form

' DUS-5000 with C612UR.

JTransduger

Clinical Application

Mode of Operation

General Specific

B M | PWICW

Color

Combincd
(Specify) !

Other
{Specify

M3
)Illl

Ophthalmic | Ophthaimic

Fetal / Obstetrics

Abdominal

Intra-operative (Specify)

Intra-operative (Ncuro logical}

Laparoscopic

Pcdiatric

P

Small Organ (Specily) *

Fetal
o Neonatal Cephalic

Imagin
Bing Adult Cephalic

& (hher
‘I'rans-rectal

Trans-vaginal

Trans-urerhral

Musculo-skeletal(Conventional)

Musculo-skeletal (Saperficial)

Intravascular

QOther (Specify) **

Adult Cardiac

Pedintric Cardiac

Cardiac

Intravascular(Cardiac)

Trans-csoph.{Cardiac)

Intra- cardiac

Peripheral Peripheral vascular

vascular Other (Specify)

N = new indication; P = previously cicared by FDA: E = added undcr this appendix PDI= Pawer Doppler Imaging
Additional comments; Combincd mode: B+M. B+PW. B+Color. B+PDI/DPDI. B+Color+PW, B+PDI/DPDI +PW

Note  * Sinall Organ includes Thyrojd, Testes, Breasy (Cleared applications under K123249

** Oiher use includes Urplogy, Kidney, Gynecology

11]: PDJ: Power Doppler Imaging ,DPIN: 1Yirectional Power Doppler Imaging

|PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concusrence of CDRH: Office of' In Vitro Diagnostics and Radiologicul Health (OIR}

Prescription Use (Per 21 CFR 801.109)
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Diagnostic Ultrasound System
510K Submission

Diagnostic Ultrasound Indications for Use Form

DUS-5000 with C6152UB
JTransducer

Clinical Application

Mode of Opcration

General Specific

B M |PW([CW

Color

Combined
(Specily) !

Other
(Specily

] 12031

Ophthalmic | Ophthalmic

Fetal / Obstetrics

Abdominal

Intra-operative (Specify)

Intra-operative {Neuro logical)

Laparoscopic

Pediatric

Small Organ (Specify) *

Fetal

Neonatal Cephalic

Imagin,
EINE Adult Cephalic

& Other
Trans-recial

Trans-vaginal

Trans-urcthral

Musculo-skelelal(Conventional)

Musculo-skeletal {Superficial)

Intravascular

Other (Specily) *

Adult Cardiae

Pediatric Cardiac

Cardiac

Iniravascular{Cardiac)

Trans-esoph.(Cardiac)

Intra- cardiac

Peripheral

Peripheral vascular

vascular Other (Specily)

N = new indication; P = previously cleared by FDA; E = added under this appendix PDI= Power Doppler imaging
Additional comments; Combined mode: B+M. B+PW. B+Color, B+PDI/DPDI. B+Color+PW, B+PDI/DPD! +PW

Note _* Small Organ includes Thyroid, Tesies, Breast [Cleared npplications under K1232489

** her use includes Urolopy, Kidncy, Gynecology

111: PDI: Power 12

ler Imagi

: Directio WCr

|2): Biopsy Guidancg

P

Thi

[ . 5 nt.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH; OfTice of In Vitro Diagnostics and Radiological Health (GIR)
Prescription Use (Per 21 CFR 801.109)
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Diagnostic Ultrasound System
510K Submission

Diagnostic Ultrasound Indications for Use Form

DUS-5000 with C422UB
Irapsduger

Clinicul Application Mode of Operation

General Specilic B M | PW | CW | Color | Comhined Other
) UE 1 (Specify

(Specily y 12

Ophthalmic Ophthalmic

Felal
Imaging
& Other

Fetal / Obstelrics

Abdominal -~ P P P P P p

Intra-operative (Specity)

Intra-operative {Neuro logical)

Leparascopic

Pediatric

Small Organ (Specify) *

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Musculo-skelctal{Conventional)

Musculo-skeletal (Superficial)

Intravascular

Other (Specily) **

Cardiac Intravascular(Cardiac)

Adult Cardiac P P r P P P

Pediatric Cardiac

Trans-esoph.(Cardiac)

Imra- cardiac

Peripheral Periphcral vascular
vascular Other {Specily)

N = new indication; P = previously clcared by FIDA; E = added under this appendix PDI= Power Doppler Imaging
Additional comments: Combined mode: B+M, B+PW, B+Color, B+PDI/DPDI. B+Color+PW, B+PDI/DPDI +PW

Note  * Smal] Organ includes Thyrojd, Tesics, Breast |Clearcd applications under K123248

** Other use ingludes Urolopy, Kidne necolo
;: PDI: Power Doppler Imagi DI; Directional Pow ging
jopsy Guidance
: Har ic lmagin is featu us It e

{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE iF NEEDED)
Concurrence of CDRH; Office of In Vitro Diagnostics and Radiologica! Health (OIR)

Prescription Use (Per 21 CFR 801.109)
69




' Diagnostic Ultrasound System
510K Submission

Diagnostic Ultrasound Indications for Use Form

RUS-5000 with LSS2UB.

Transducer

Clinica! Application

Mode of Operation

General

Specific

B M PW

Cw

Color

Combined
(Specify) '"!

Other
{Specify) Y

Ophthalmic

Ophihalmic

Fetal
imaging
& Ohher

Fetal / Qbstetrics

Abdominal

Intra-operative (Specify)

Intra-operalive (Ncuro logical}

Laparoscopic

Pediatric

Small Organ (Specify) *

G

l)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Musculo-skelctal{Conventional)

Musculo-skeletal {Superficial)

Imravascular

Other (Specify) **

Cardiac

Adult Cardiac

Pediatric Cardiac

Intravascular{Cardiac)

Trans-esoph.(Cardiac)

Intra- cardiac

Peripheral
vascular

Peripheral vascular

Other (Specify)

N = new indication; P = previously cleared by FDA: E = added under this appendix PDI= Power Doppler Imaging
Additional comments: Combined modce: B+ M. B+PW, B+Color, B +PDI/DPDL. B+Color+PW, B+PDV/DPIN +PW

No

* Small O

** Other use includes Urology, Kidngy

111; PDIL: Power Doppler Imaging

12]: Biopsy Guidance

:5 Thyroid, Tgstes, Broos sared

eCOIOEY

lications under K123249

L Dirgetional Powsr Do

ler Imaging

onic . This featurs .

et

{PLEASE DO NOT WRITE BELOW THIS LINL - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH; Office of in Vitro Dingnostics and Radiological Health (OIR)
Prescription Use {Per 2t CFR 801.109)
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Diagnostic Ulirasound System
510K Submission

Diagnostic Ultrasound Indications for Use Form

DUS-5000 with LSS2UB
Transducer

Clinical Applicution

Muode ol Operation

(General

Specific

B

M

PW

W

Color

Comhincd
(Specify} ™

{(Mher
(Specify) ¥

Ophthalmic

Ophthalmic

Fewl
Imuging
& Other

‘Fetal / Obstetrics

Abdominal

Intra-operative (Specify)

Intra-operative (Neuro logical}

Laparoscopic

Pediatric

Small Organ (Specily) *

Neonatal Cephalic

Adult Cephalic

Trans-recial

Trans-vaginal

Trans-urcthral

Musculo-skelelal{Conventional)}

Musculo-skelctal (Superficial)

Intravascular

Other (Specify) **

Cardiac

Adult Cardiac

Pediatric Cardiuc

Iniravascutar{Cardiac)

Trans-esoph.{Cardiac)

Intra- cardioc

Peripheral

vascular

Peripheral vascular

Onher (Specify)

N = new indication; P = previously cleared by FDA; E = added under this appendix PDI= Power Doppler Imaging
Additional comments: Combined mode: B+M. B+PW, B+Color, B+PDI/DPDI. B+Color+PW, B+PDI/DPD! +PW

Note  * Small Organ includes Thyrojd, Testes, Breasi |Cleared applications under K123249
** Other use includes Uralogy, Kidncy, Gynecology
{1]; PDI: Power Doppler Imaging ,[2PDI: Dircctional Power Poppler Imaging
[2): Biopsy Guidangce
13]: Harmoni i

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUL ON ANOTHER PAGL IF NEEEIED)
Concurrence of CDRH: Office of In Vitrp PXagnostics and Radiological Fealth {OIR)

Prescription Use (Per 21 CFR 801.109)
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