
DUS-5000 b iagnostic Ultrasound System* f

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 51 0(k) number is: ___K1 32059_____

Submitter

Advanced Instrumentations, Inc.
6500 N.W. 77t1h Court
Miami, Fl 33166
Telephone: 305-477-6331
Fax: 305-477-5351

Registration # 1066270

Official correspondent.:

Jorge Millan, PhD
Email: imillan(oThhatecorp
601 West 20 St
Hialeah, FIL 33010
Phone: (305) 925-1260

Date Prepared: oCt 2  41
October 24, 2013

Device name and
classification:

*Device Name: DUS-5000 Diagnostic Ultrasound System

*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 11

Predicate Device:

Model U50 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 (eHCI),
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 toll1 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. ISO 10993-1, ISO 10993-5 and ISO 10993-10

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 needle-guide
bracket material, property and sterilization methods as the predicate device.

Substantially Equivalent Determination:

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

Food and Drug Adminisirotion
10903 New Hampnshire Avenue
Doctnncent Control Center - W066-O609
Silver Spring. MD 20993-0002

October 25, 20!13
Advanced [nstrumentations, Inc.
% Jorge Millan, Ph.D.
Ornicial Correspondent
Hialeah Technology Center, Inc.
60! West 20 Street
HIALEAH FL 33010

Re: K 132059
Trade/Device Name: DUS-5OQ0 Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYO. ITX
Dated: October 8,.2013
Received: October 10, 2013

Dear Dr. Milian:

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: CDRI- 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.
LIO042UB C612UB L552UB
L742UB C6152UB

If your device is classified (see above) into either class [I (Special Controls) or class Ill (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 Pant 801), please
contact 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
litti)//wwwv. 'da.gov/Medical Devices/ResourccsforYoti/lnidtistiv/delbaulthim. Also, please note
the regulation entitled, "Misbranding by reference to premarket notification" (2 ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
htr:1%% .Id~o/e clDvieS 't Rprarbo/eILoI~in for the CDRH's Office
of Surveillance and Biometrics/Division of Posimarket 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 at its Internet address
httn)://www.lda.eov/MedicaDcvicc./RsotrcestrYOI/ndustrv/dcftl.ltmf.

Sincerely yours,

for
Janine M. Morris
Director, Division of Radiological Health
Offce of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



Advanced Instrumentations
DUS-5000 Diagnostic Ultrasound System
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 pants, 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.

Prescription Use X< Or Over the Counter Use

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

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

Concurrence of CDRH: office of in Vitro Diagnostics and Radiological Health (OIR)

(Division Sign-OnT
Division of Radiological Health

Ornice of In Vitro Diagnostics and Radiological Health
510(k) _K132059
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Diagnostic Ultrasound System

510OK Submission

Diagnostic Ultrasound Indications for Use Form
DbUS-5000 Diagnostic Ultrasound Syglemn

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:
Clinical Application Mode of Operation

General specilic B M PW CW Color Combined Other
__________________________________________________(spedify) (Speci ''

Ophthalmic Ophthalmic

Fetal / Obstetrics P P P P P P

Abdominal P P P P P P
Intra-operative (Specify)

Intra-operative (Neuro, logical)

Laparoscopic

Pediatric P P P P P P

FtlSmall Organ (Specify) *P P P P PP

Imaging Neonatal Cephalic

&Ohr Adult Cephalic ______

Trans-rectal

Trans-vaginal P P P P I) P

Trans-urethral

Musctilo-skelctal(Conventional) P P P P 1, P

Musculo-skeletal (Superficial) P 11 P P P, P
lntravaseular

Other (Specify) P P P P P, P
Adult Cardiac P P P P P P

Pediatric Cardiac P P P P P) P

Cardiac lntravasctdar(Cardiac)

Trans-esoph.(Cardinc)

Intro- cardiac

Peripheral Peripheral vascular P P P P P P
vascular Other (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/DPDI +PW
Note *Small Oraan includes Thyroid. Testes. Breast I Cleared applications under K123249_________

Other use includes Urology, Kidney. Gynecology

IlIl:PDI: Power Doppler Imaging . DI'DI: Directional Power Donoler Imaging

121: Bionsy Guidance
131: Harmonic Imaging, This feature does not use contrast agent.

(PLEASE DO NOT WRITE BELOW TIllS LINE - CONTINUE ON ANOTHER PAGE IF NFEiDEiD)

Concurrence of CDRH: Office of In Vitro Diagnostics and Radiological Health (OIR)

Prescrinlion Use (Per 21 Cl:R 801. 109)



Diagnostic Ultrasound System

510K Submission

Diagnostic Ultrasound Indications for Use Form

DUS-5000 with C35ZIJB

Intended Use: Diagnostic ultrasound imaging or fluid flow, analysis or the human body as rollowvs:

Clinical Application Mode ol*Operation _____ _______

Geeal SecfcB M PW CW Color Combined Other
Generl Speific(Specify) 'I (Specify)

Ophthalmic Ophthalmic

Fetal / Obstetrics P P P P P P

Abdominal P P P P P P
lntrai-opcraiive (Specif'y)

lntrat-vperaiivc (Neuro logical)

Laparoscopic

Pediatric

FtlSmall Organ (Specify) ___ ______

Neonatal Cephalic

Imaging Adult Cephalic ___ ______ _______

Trans-rectal

Trans-vaginal

Trans-urethral
Mmuculo-skeletat(Co event local)

Museulo-skeletal (Superficial) _________ _______

Intravascular

Other (Specify)* P P p P P P

Adult Cardiac

Pediatric Cardiac

Cardiac lntravascular(Cardiac) _______

Trans-esoph.(Cardiac) _________ _______

I Intra- cardiac

Peripheral Peripheral vascular

vascular Other (Specify) __ _________ _______

N = new indication: P, = previously cleared by A; LE added under thiTspedi PDfr Power Doppler Imaging

Additional comments: Combined mode: B+M. B+PW. 13-Color. B+PDI/DPtl. l3-+ColorPW. li+PDIIDPDI +PW

Note *Small Organ includes Thyroid. Tests. Breast Cleared applications under K123249__________

Other use includes Urology. Kidney. Gynecology

III, P01: Power Deoler Imaging .DPDI: Directional Power Doppler Imaging

121: Biopsy Guidance
131: Hiarmonic Imaging. This feature does not use contrast agent.

(PLEASE D0 NOT WRITE BELOW THIS L.INE - CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence ofCDRH: Oflice of In Vitro Diagnostics and Radiological Ilealth (OIR)

Prescription Use (Per 21 CFR 801.109)
6-3



Diagnostic Ultrasound System
510K Submission

Diagnostic Ultrasound Indications for Use Form

DUSSODO with 1,104211R
_ Ianaduccr

Clinical Application Mode of Operation _______________

General specific B M PW CW Color Combined Other
_____________________________________(Specif&) (Speci& )PII

Ophthalmic Ophthalmic

Fetal / Obstetrics

Abdominal

Intro-operative (Specify)
Intra-operative (Neuro logical)

Laparoscopic

Pediatric

FtlSmall Organ (Specify) *P P P 1 P P P

Fealin Neonatal Cephlic

&Other Adult Cephalic
Trans-rectal
Trans-vaginal

Trans-urethrul

Musculo-skclelal(Convcntional) P I' P P I'

Musculo-skeletial (Superficial) P P P) P I P

Intravascular

Other (Specify)
Adult Cardiac

Pediatric Cardiac

Cardiac lntravascular(Cardiac)
Trans-csoph.(Cardiac) _ ______

Intra- cardiac

Peripheral Peripheral vascular P P P P -PP

vascular Other (Specify)I I I

N = new indication: P = previously cleared by FI)A: E added under this appendix PDfr Power Doppler Imaging

Additional comments: Combined mode: BtM. B'-PW. l3+Color. tl+PDI/DPDI. B+(Color-'PW. B+PDI/DPDI +PW

Note *Small Orpan includes Thyroid. Testes. lircast 1Cleared applications under K123249__________

SOther use includes tlrolosv, Kidney. Gynecology

Ill: PDI: Power Doppler Imaning.DI'Dl: Directional Power Doonler Imagig

121: Bliopsy Guidance
131: Harmonic Imaging, This Ibature does not use contrast intent.

(PLEASE DO NOT WRITE BELOW TIlS I.INE - a)NTrINtJE ON ANOTHE.R PAGF. IF NomDI

Concurrence of CDRH: Office of In Vitro Diagnostics and Radiological Hlealth (QIR)

Prescription Use (Per 21 CI:R 80 1.109)
6-4



Diagnostic Ultrasound System
510OK Submission

Diagnostic Ultrasound Indications for Use Form

DUJS-5000 with 11742UR
Tradcr

Clinical Application Mode or*Opcration ___

B M l'W CW Color Combined Other
General specific (Specify) (Specify)

Ophthalmic Ophthalmic

Fetal I Obstetrics

Abdominal

Initro-operative (Specify)

Intra-oiperative (Neuro, logical)

Laparoscopic

Pediatric

FtlSmall Organ (Specify) *P P P P P P

imaging Neonatal Cephalic ___ _____ _______

& Other rrans-rectal

Trans-vaginal

Trans-uretal

Musculo-skeletal(Conventlonal) P P P p p p

Musculo-skeletat (Superficial) P P P P P P

Intravascular

Other (SpilS6)

Adult Cardiac _______

Pediatric Cardiac _______

Cardiac Iniravascular(Cardiuc)

Trans-csoph.(Cardiac) _______

IIntra- cardiac

Peripheral Peripheral vascular P P Pp P p

IVascular Other (Specify) _____ _______

N - new indication; P = previously cleared by FDA; E added under this appendix P01= Power Doppler Imaging

Additional comments: Combined mode: B-tM, B+PW. B+Color. I3+PD]IDPDI, B+Color-'PW. B+PDI/DPDI 4-PW

Note Small Organ includes Thyroid. Tesies. Bireast lCleared apmplications uinder K(123249

SOther use includes Urology. Kidney, Gynecology
Il1: PDI: Power Doppler Imaging,.DPI: Directional Power Donpler Imaginit

121: BWormy Guidance
131: Harmonic Imaging. This feature does not use contrast ueent.

(Pt.EASE DO NOT WRITE BELOW 11llS INIE - CONI"INUEi ON ANGI*IIFR PAGE IF NEEDED),

Concurrence of CORHK Office ofln Vitro Diagnostics and Radiological lealth (OIR)

Prescription Use (Per 21 CFR 801. 109)
6-5



Diagnostic Ultrasound System
510K Submission

Diagnostic Ultrasound Indications for Use Form

DUS-5000 with E612U8
Trnsducer

Clinical Application Mode of Operation

B M PW CW Color Combined Other
General Specific (specify) (specify) ~
Ophthalmic Ophthalmic

Fetal / Obstetrics

Abdominal

Inira-operative (Specil'v)

innr-operative (Neuro logical)

Laparoseopic

Pediatric

FetalSmall Organ (Specify)

Imaging Neonatal Cephalic

& Other Adult Cephalic
Trans-rectal

Trans-vaginal P P P I' IP P

Trans-urethral
M uscuto-skcet al( Conventional)

Musculo-skeletal (Superficlal)

I ntravascu 1 ________________

Other (SpecifY) ______________

Adult Cardiac ______ ______

Pediatric Cardiac _______

Cardiac lngravascular(Cardiac) ______________

Trans-esoph.(Cardiac) ______

Imra- cardiac _______

Peripheral Peripheral vascular ______

vascular Other (Specif~y)

N = newk indication: P = previously cleared by FDA: E~ added under this appendix PD]= Power Doppler Imaging

Additional comments: Combined mode: l3+M. 13-PW. tI*Color. B-1lPDIDPDl. Bl+Color4-l'W. Bi-PDI/OPDI +l'W

Note *Small Organ includes 1hsroid. Testes. Breast lCleared applications under K123249__________

SOther use includes Urology, Kidney. Gynecology

Ill:, P01: Power Doppler Imaging.DPDI: Directional Power Doppler Imaging

121: Biopsy Guidance
131: Harmonic Imaging. This feature does not use contrast agent.

(PLEASE DO NOT WRITE BELOW THiIS LINE - CONTINUE ON ANOTHER PACE IF: NEEDED)
Concurrence of CORK; Office of In Vitro Diagnostics and Radiological Health (QIR)

Prescription Use (Per 21 CFR 801.109)
6-6



Diagnostic Ultrasound System

510K Submission

Diagnostic Ultrasound Indications for Use Form

E)S5000 with C612UB

Clinical Application Mode of Operation __ ______

Geea pcfcB M rw CW Color Combined Oilier

General pecific(specify) (Specify)I*tI
Ophthalmic Ophthalmic

Fetal / Obstetrics

Abdominal

intra-operalive (Specify)

Intra-operativc (Neuro logical)

Laparoscopic _______

Pediatric P 1, P P) P) P

Small Organ (ScilV%)
Fetal

Imagin ?Neonatal Cephalic

& Other Adult Cephalic
Irans-rcctal

Trans-vaginal

Trans-urethral

M uscu lo-ske cial(Convent ion ad)

Musculo-skeletal (Superficial)

Intravascular
Other (Specify)

Adult Cardiac

Pediatric Cardiac P, P P P pI Ip

Cardiac lntravaseular(Cardiae)

Trans-esoph.(Cardiac) _____

Intra- cardiac

Peripheral IPeripheral vascular

vascular IOther (Specify) ______ ______

N = newv indication; P = previously cleared by FDA: E =added under this appendix PDfr Power Doppler Imaging

Additional comments: Combined mode: B+M. l3+PW. B+Color. B+PD[IDPDI. 114Color#PW. 13+l'DI/DPDI +PW

Note 0 Small Organ includes Thyroid. Testes. Breast [Cleared applications under K(123249

4Other use includes Uruloav. Kidney., Gynecology
Ill:, PDI: Power Dounler Imaping .DPPlI: Directional power lDoppler lImalina

121: Biopsy Guvidance
13: ElHarmonic Imaging. T-his Ibature does nut use contrast agent.

(PLEASE DO NOT WRITE BELOW THIS LiNE - CONTINUE ON ANOTHEIR PACE F NlFii)ED)

Concurrence of CORH: Office ofln Vitro Diagnostics and Radiological Health (QIR)

Prescription Use (Per 21 CFR 80 1. 109)
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Diagnostic Ultrasound System

5 1OK Submission

Diagnostic Ultrasound Indications for Use Form

DUS-5000 with C6I52IJB

Clinical Application Mode of Operation _____ _______

B M PW CW Color Combined Other
General specific (Specify) Il (Specify) II~

Ophthalmic Ophthalmic

Fetal / Obstetrics

Abdominal
Intra-operative (Specify)

intra-operative (Neuro logical)

Laparoseopic

Pediatric P P P P P P

FtlSmall Organ (Specify) ____________

Fetalin Neonatal Cephalic

&Ohr Adult Cephalic ______ _______

Trans-rectal

Trans-vaginal
Trans-urethral

M usculo-ske letat( Conventional) __

Musculo-skeletal (Superficial)

Intravascular

Other (Specify )

Adult Cardiac

Pediatric Cardiac P P P) P P p

Cardiac lntravascular(Cardiac) ______________

Trans-esoph.( Cardiac) _______

Inra- cardiac ______ _______

Peripheral Peripheral vascular

vascular IOther (Specify) ______________

N = new indication: P -previously cleared by FDA: E added under this appendix PDI= Power Doppler Imaging

Additional comments; Combined mode: B+M. B4-PW. B+Color. B+PDl/DPDI. B+Coor4PW. B+PDI/DPDI -+PW

Note *Small Organ includcs Thyroid. Testes. Breast ICleared applications under K123249__________

SOther use includes Urology. Kidney. Gynecologty
Ill:, PDI: Power Doppler Imaging .DPDI: Directional Power DoppDler Imaginpg

121: Biopsy Guidance

131: Harmonic lmaninp This [eature does not use contrast agent.

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

Concurrence of CDRI-; Office of In Vitro Diagnostics and Radiological Health fOIR)

Prescription Use (Per 21 CFR 801.109)
6-8



Diagnostic Ultrasound System

510K Submission

Diagnostic Ultrasound Indications for Use Form

DIISwSOOD with C422U11

Mransdur
Clinical Application Mode ol'Operation ________________

B M l'W CW Color Combined Other
General Specific (Specify) II(Specify3)

Ophthalmic Ophthalmic

Petal / Obstetrics

Abdominal - P P I) 1) P P

Intra-operative (Specify) _______________

Intro-operative (Neuro logical) _____ _______________

Laparoscopic

Pediatric

Small Organ (Specify) ______ _______

Fetal Neonatal Cephalic ______ _______

Imaging Adult Cephalic
Other Trans-rectal

Trans-vaginal ______ ________

Trans-urethral _______

M uscu Io-skelctal(Con vent loa) ______ _________

Musculo-skeictal (Superficial) ___ ______ ________

Intravascular ______ ________

Other (Specifly) _______

Adult Cardiac P IP P P P P

Pediatric Cardiac ______ ________

Cardiac lptravascular(Cardiac) _______________

Trans-csoph.(Curdiac) _______________

Inra- cardiac

Peripheral Peripheral vascular

vascular Other (Specily) _______________

N = new indication; P previously clewred by F)A: E =added under this appendix PDI= Power Doppler Imaging

Additional comments: Combined mode: B-'M. 13+PW. B+Color. BI-PDI/DPDI. B+Color4-PW. B3+PDI/DPDI +PW

Note *Small Organ includes Thyroid. Testes- Breast Cleared applications under K123249__________

00 Other use includes Urology. Kidney. Gynecology

Il1l: PDI: Power Doppler Imaging.DPDI: Directional Power Doppler Imaging

121: Biop~sy Guidance

13 1: Harmonic I magine. This feature dogs not use contrast agent.

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

Concurrence ofCDRHK Office of In Vitro Diagnostics and Radiological Health (O!R)

Prescription Use (Per 21 CFR 801.109)
6-9



Diagnostic Ultrasound System
510OK Submission

Diagnostic Ultrasound Indications for Use Form
DU S-5000 with LSS2WJB

Transe
Clinical Application Mode of Operation _________

General specific B M PW CW Color Combined Other
______________ ____________________________________(specify) (specify) 1)

Ophthalmic Ophthalmic

Fetal / Obstetrics

Abdominal

Intra-ciperattive (Specify)
Intra-operative (Neuro logical)

Laparoscopic

Pediatric P P P P P P

FtlSmall Organ (Specify) 1)I P P 1, P P

Imaging Neonatal Cephalic
Imaging Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Musculo-skelctal(Conventional) 1) P P P P P
Musculo-skeletal (Superflicial) P P P P P P

Intravascular

Other (Specify)
Adult Cardiac

Pediatric Cardiac

Cardiac lntravascular(Cardiac)

Trans-csoph.(Cardiac)

lntra- cardiac

Peripheral Peripheral vascular P P PP PP
vascular Other (Specify)

N = newv indication: P = previously cleared by FDA: I' added under this appendix PDfr Pouer Doppler Imaging

Additional comments: Combined mode: B M. BPW. B+Color. B.-PDI/DPDI3. B+Color+PW. B-ePDI/DPDI +PW
Note ' Small Organ includes Thyroid. kestcs. Breast ICleared applications under K123249__________

Other use includes Urology. Kidney. Gyneccology

Ill1: PDI: Power Dopprler lmakinp DlPIX Directional Power Doppler Imagine

121: Biopsy Guidance
131: Harmonic Imaging. This 1fimture does not use contrast agent.

(PLEASE DO NOT WRITE BELOW TIlS LINE - CONTrINUI ON ANOThIER PACE IF: NEEDED)

Concurrence of CDRI-I Office of in Vitro Diagnostics and Radiological Health (OIR)

Prescription Use (Per 21 CFR 801. 109)
6-10



Diagnostic Ultrasotund System
510OK Submission

Diagnostic Ultrasound Indications for Use Form

DUS1-5000 with LS2U8

Clinical Application Mode oF'Operution ____ ______

BI M l'W (W Color Combined Other
Gjeneral Specific (Spccil-) (Specify)IUI

Ophthalmic Ophthalmic
Fetal / Obstetrics

Abdominal ______

Intrat-operative (Specify)

Intra-operative (Neuro logical)

Laparoiscopic

Pediatric P P P P P P

Ft Small Organ (Spccil13) *P P P P P P

Iaig Neonatal Cupholic _______

& Other *rAultrctali

Trrans-vagial

Trans-urethral

Musculo-skclial(Convcntional) P P P P P P

Musculo-skelctal (Superlicial) P P P P P P

Intravascular
Other (Specify)
Adult Cardiac

Pediatric Cardiac

Cardiac lntravascular(Cardiac)
Trans-esoph.(Cardliac) __________ ______

Intro- cardiac
Peripheral jPeripheral vascular P p p p P P

vascular IOther (Specify)

N = newv 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. l3-'PDI/DPDI. B+Color-'PW. B+pDl/DPDI 4-PW

Note * Small Organ inldsTyo.Tec. Breast Cleared applications under K(123249

40 Other use includes Urology. Kidney. Gynecology

Ill:, PDI; Powver Doppler Imaging .DPDI: Directional Power Donuler Imaging

121: Biop~sy Guidance

DE1 Harmonic Imunina. This% k'uture does not use contrast agent.
(PLEASE DO NOT WRITE BELOW tWiS l.INE - CON IlNtUl ON ANO1HlR IAGli IF NliFI))

Concurrence of CORK: Office olIn Vitro D~iagnostics and Radiological I Icalth IOIR)

Prescription Use (Per 21 CFR 801.109)


