
DUS-3000/DUS-3000Plus Digital Ultrasonic Diagnostic Imaging System. KE 22?

5 10(k) Summary of Safety and Effectiveness

This summary of 510(k) safety and effectiveness information is being submitted
in accordance with the requirements of SMDA 1990 and 21 CFR 807.92.

The assigned 51 0(k) number is: _________

Submitter

Advanced Instrumentations, Inc.
6800 N.W. 7 7 "h Court
Miami, Fl 33166
Telephone: 305-477-6331
Fax: 305-477-5351

Registration # 1066270

Official correspondent:

Jorge Milian, PhD
Email: iilnhae~r
601 West 20 St
Hialeah, FL 33010
Phone : (305) 925-1260

Date Prepared:

July 13, 2011

Device name and
classification:

*Device Name: DUS-3000/DUS-3000Plus Digital Ultrasonic
Diagnostic Imaging System

*Classification Name: 892.1560 System, Imaging, Pulsed echo, Ultrasonic
Product code: IYO
892.1570 Transducer, Ultrasonic, Diagnostic
Product code: ITX

*Regulatory Class: ii
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DUS-3000/DUS-3000Plus Digital Ultrasonic Diagnostic Imaging System.

Predicate Device:

DUS3/DUS6 Digital Ultrasonic Diagnostic Imaging System. K091680
Manufacturer: EDAN Instruments

Device Description:

The DUS-3000/DUS-3000Plus Digital Ultrasound Diagnostic Imaging System is a
portable digital ultrasonic diagnostic BANV system applied in ultrasound diagnostic
examination of abdominal, obstetrical, small parts, gynecological, orthopedic,
cardiac, and urological applications.

It is designed to produce ultrasound waves into the body tissue and to present
the returned echo information on the monitor. The resulting information is
displayed in five display modes: B-Mode, 283-Mode, 4B3-Mode, M-Mode or the
combined mode (i.e. BIM-Mode). This system controlled by software is a Track 1
device that employs an array of probes that include linear array, convex linear
array, micro convex linear array, transrectal and transvaginal with a frequency
range of approximately 2.5MHz-i 0MHz. The system consists of a main unit, a
display and transducers.

Intended Use:

The DUS-3000/DUS-3000Plus Digital Ultrasonic Diagnostic Imaging System is
intended for diagnostic ultrasound imaging analysis in gynecology rooms,
obstetrics rooms, examination rooms, intensive care units, and emergency
rooms. The DUS-3000/DUS-3000Plus is intended for use by or on the order of a
physician or similarly qualified health care professional for ultrasound evaluation
of Fetus; Abdomen; Pediatrics; Small Organ; Neonatal Cephalic; Cardiology;
Peripheral Vessel; Musculo-skeleton (both Conventional and Superficial);
Urology (including prostate); Transrectal and Transvaginal.

Effectiveness and Safety Contraindications:

Clinical Test

Clinical testing is not required

Non-clinical test:

The following safety standards are conducted on the subject device:
1. IEC 60601-1 Electrical Safety
2. IEC 60601-1-2 Electromagnetic Compatibility

ADVANCED INSTRUMENTATIONS, INC Page 2 of 3



DUS-3000/DUS-3000Plus Digital Ultrasonic Diagnostic Imaging System.

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 similar technology characteristics and has the same
intended use, same material components, same manufacturing process, same
design principle, same electrical classification, same measurement mode and
same accuracy as the predicate device.

Substantially Equivalent Determination:

Verification and validation testing was done on the DUS 3000/DUS-3000Plus
Digital Ultrasonic Diagnostic Imaging System. This premarket notification
submission demonstrates that DUS-3000/DUS-3000Plus Digital Ultrasonic
Diagnostic Imaging System is substantially equivalent to the predicate device.
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[JEi.ARTrmENT 01F HEAUTH & HUMAN SERVICES Puiblic Health Service

Food and Drug AdiTnistratioii
10903 New Hampshire Avenlue
Silver Spring, IVD 20993

.X cc tai ye Di rector
iliatcabl Tech nao gL\ Center. hic.
601 \Vest 20 St SEp 22"21
HIAIIAH- FL 3,3010

Re: K 1 2022
lracle/Device Name: DUS-3000/DUS-3000P'ius Dig-ital Ultrasonic Diagnostic Imiaging System
Reg!Ulationl NUMberV 21 CFR 892.13 60
Rceulation Name: Ultrasonlic ItiSeCC Ceho imaging systml
Regulatory Class: II
Bract Ie t Code: IY 0ltilt I TX
Daited: September 13. 201 1
Received: September 15. 2011

Dear Dr. iMillara

We have revieWed y;ourI Section 5I10(k) premarket nodifPeat ion of intent to market the device
mete renced above and wve have determined the device is substantial I v CILiValenlt (f'or the
indications for use stated inl the enIclosure) to legatly marketed predicate devices marketed inl
interstate commllerce prior to "May 28, 1976. the enactmnent date of the Medical Device
Ame~Cndtmenits, or to ecvices that have been iccl ass il'ied in accordatn cc wi th the provisions of the
FedteralI Food. Drug. and Cosmetic Act (Act). YOU May. therelb re, market the device, sulbject to
the genleral controls provisionls of the Act. The geeal controls provisions of the Act 1CiIcd
reqIuiremen~lts for annual registration, listing ofdcevices. good MailliCtUr illg practice. labeling,
and Drabhibitdons against m isbranti ng and adl teratia iv

This ceteem ilnationl of'substantial equivalence applies to the f'ol lowinrg transducers i ntendledl for
Use With the DUS-3000/DUS-3000PIuls Digital Ultrasonic Diagnlostic Imlaging Systemi. as
cesciibed inl Your prernarket notification:

TranIsdcerI M~odel Number-

DUS 3000 DUS 3000 PILus

11613 E61 1-1
1-743 E741I
C321 L-741

C363- 1/C343- 1 3,) I-I
C36 I-1I/C34 I



IF' v'ot device is class ilio d (see above) i nto either class 11 (S peciail Contrlw s) or class H I (P Ni A).
it ay e sbjcti to suIch additional control1s, EXistina- major reC-LlIain IS eti- V CIk .L cIICC

canl be otud ill thle CodeC offFderal Reulations. Title 21, Parts 800 to 895. In addition. FDA
ma11\ pl~blish Furlther annroHIuncens eoncernin111 your device in the Federal Register.

P lease be advised that FDA's issuance of'a substantial equ ivalence determination does nlot meanl
that FDA has madie a determ inat ion tha~t your devic~e cornplies with other requirements of the Act
or aniv Fcciial statutes and reca laitions administeredt by other Federal agenicies. You Mutst
co Itpk; witAh all the Act's reclui rements, ilK I Udi ng, btit not li mi ted to: regi strationl and listing (21I
CF R Par ci807); labeling (2 1 C FR Part 80 1); good muantifaCtUi n g practice requ irenments as set
Forth inl tleClu al itv svs temis (QS8) it gt' at ion (2 1 CFR Part 820); and if applicable, thle electronic
prodIUCt iradiation conitrol provisions (Sections 53 1 -542 oF'the Act); 21 GEL 1000-1050,

T1his letter wvill allow You to begin markLeting, %otr device as described in %,our premarket
notification. 'Fhe F DA fi nding of substantilR eCqtivalence Of MOLly device to a legally~ marketed
prdct deCvice results inl a classifi[cationl for votIr device and thus permits yoUr device to
proceed to market.

If VL desire specific advice for yordevice oi u'labelitz reQLt~l 21CMPr 01.pes
"o to htn/ww Fda Cov/Abo UrFDA/Cenr etrSO Ffices/C DR1-l/C1)RI1-i Oflices/ucmi- 115 809.htm for
the Center for Devices and Rad ioloszical H-ealth 's (C ID [U-' ) Office of Co mpli ance. Also, please

n1ote thle regulation enti tied, "Nisibrandi ng, by refe ie to premarket notification"' (2 IC FR Part
807.97). For questions regarding the reportinu of adverse events under the N/DR r'egulationi (21
CFR Part 803)., please go to

htt :/wxvx~. fa~ov/'lcl c~a~evce/SaetvReo T Prblm/d hal .hm or the CD RI-I's Office
of'Surveillance and Biometrics/Division of' Postinarket Surveillance.

If you have any questions regarding the content of this letter, please contact Lauren [lefnier at
(.30 1) 796-688 1.

Sincerely Yours,

<2

NMary S. Pastll. Se.D.
Director
Division of Radiological Devices
Office of' In Vitro DIagnostic Device

Evalu-ationi and Safety
Center for- Devices and Radiological Health

EFnClOStlre(s)



Indications for Use

51 0(k) Number (if known):

Device Name:

DUS-3000/DUS-3000Plus Digital Ultrasonic Diagnostic Imaging System

Indications for Use:

The DUS-3000/DUS-3000 Pius Digital Ultrasonic Diagnostic Imaging System is
intended for diagnostic ultrasound imaging analysis in gynecology rooms,
obstetrics rooms, examination rooms, intensive care units, and emergency
rooms. The DUS-3000/DUS-3000Plus is intended for use by or on the order of a
physician or similarly qualified health care professional for ultrasound evaluation
of Fetus; Abdomen; Pediatrics; Small Organ; Neonatal Cephalic; Cardiology;
Peripheral Vessel; Musculo-skeleton (both Conventional and Superficial);
Urology (including prostate); Transrectal and Transvaginal.

Prescription Use _X__ AND/OR Over-The-Counter Use ___

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

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division of Aadi 09hca Devices
O ffic e o f in V itro D ia g n o s t c D e c e E v a lu a tio n a n d s a fe tyP a e 1 o _ _

510K-/~lz.vxPg o



Digital Ultrasonic Diagnostic Imaging System
510k Submission

Diagnostic Ultrasonic Indications for Use Form

DUS 3000 Digital Ultrasonic Diagnostic Imaging System

Intended Use: Diagnostic Ultrasound imaging or fluid analysis of the human body as follows:

Mode of Operation
Clinical Application B M PWD CWD Color Combined Other*

______________________ ____Doppler (Specify) (Specify)

Ophthalmic ______

Fetal /Obstetrics N N __ _ _N

Abdominal N N N
lntra-operative(Specify)
lntra-operative(Neurological)
Laparoscopic
Pediatric N N N
Small Organ (Specify) N N N
Neonatal Cephalic N N N
Adult Cephalic
Transrectal N N N
Transvaginal N N N
Transurethral ___

Musculo-Skeletal (Conventional) N N N
Musculo-Skeletal (Superficiall) N N N
Intravascular
Other (specify)
Cardiac N N N
Intravascular
Peripheral vascular N N N
Other (specify)

N = new indication xx- previously cleared by FDA: E - added under this appendix

Additional comments: Combined mode B + M

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

Concurrence of CDRH Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109) ),5P
(DMv ion Sign-OMf

Division of adiological Devices
Office of In Vto Diagnostic Device Evaluation and Safety

510K,



Digital Ultrasonic Diagnostic Imaging System
510k Submission

Diagnostic Ultrasonic Indications for Use Form

DUS 3000 Plus with E613 Transducer

Intended Use: Diagnostic Ultrasound imaging or fluid analysis of the human body as follows:

Mode of Operation ____

Clinical Application B M PWD CWD Color Combined Ohr
_______Doppler (Specify) (Specify)

Ophthalmic
Fetal / Obstetrics
Abdominal
I ntra-o perative (Specify)
Intra-o pe rative( Neurological)
La pa roscop ic
Pediatric
Small Organ (Specify)
Neonatal Cephalic
Adult Cephalic
Transrectal N N N
Transvaginal N N N
Transurethral
Musculo-Skeletal (ovninl
Musculo-Skeletal (Superficiall)
Intravascular
Other (specify)
Cardiac
Intravascular
Peripheral vascular
Other (specify)

N = new indication xx- previously cleared by FDA: E - added under this appendix

Additional comments: Combined mode B + M

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

Concurrence of CDRH Office of Device Evaluation (ODE)

Pres cription Use (Per 21 CFR 801.109)

(Divisio ign-Off)
Division of R ological Devices

Office of In Vitro )Diagnostic Device Evaluation and safety

510K



Digital Ultrasonic Diagnostic Imaging System
510k Submission

Diagnostic Ultrasonic Indications for Use Form

OUS 3000 Plus with 1743 Transducer

Intended Use: Diagnostic Ultrasound imaging or fluid analysis of the human body as follows:

Mode of Operation _____

Clinical Application B M PWD CWD Color Combined Other*
___________________________Doppler (Specify) (Specify)

Ophthalmic
FetalI! Obstetrics
Abdominal
Inrtra-ope rative(Specify)
I ntra-o pe rative( Neurological)
Laparoscopic
Pediatric
Small Organ (Specify)
Neonatal Cephalic
Adult Cephalic
Transrectal N N N
Transvaginal
Transurethral
Musculo-Skeletal (Conventional)
Musculo-Skeletal (Superficiall)
Intravascular
other (specify)
Cardiac
Intravascular
Peripheral vascular
Other (specify)

N = new indication xx- previously cleared by FDA: E - added under this appendix

Additional comments: Combined mode B + M

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

Concurrence of CDRH Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Dvs Sign-Ott)
DMS.ntA ioogical Devices

Office of In Vrtro Diagnostc Device Evaruation and Safety

510KJ Z !-



Digital Ultrasonic Diagnostic Imaging System
510k Submission

Diagnostic Uitrasonic Indications far Use Form

DUS 3000 Plus with 1743 Transducer

Intended Use: Diagnostic Ultrasound imaging or fluid analysis of the human body as follows:

Mode of Operation
Clinical Application B M PWD CWD Color Combined Other*

Doppler (Specify) (Specify)
Ophthalmic
Fetal / Obstetrics
Abdominal
I ntra-operative(Specify)
lntra-operative( Neurological)
La paroscop ic
Pediatric
Small Organ (Specify) N N N
Neonatal Cephalic N N N
Adult Cephalic
Transrectal
Transvaginal
Transurethral
Musculo-Skeletal (Conventional) N N N
Musculo-Skeletal (Superficial) N N N
Intravascular
Other (specify)
Cardiac
Intravascular
Peripheral vascular N N N
Other (specify) __ ___ __________________

N = new indication xx- previously cleared by FDA: E - added undler this appendix

Additional comments: Combined mode B + M

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

Concurrence of CDRH Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

pm ni Sign-ofm
Diviston of adiogicaj Devices

Office Of In Vitro Diagnostic Device Evaluation and Safety

51OK k~~l '



Digital Ultrasonic Diagnostic Imaging System
510k Submission

Diagnostic Ultrasonic Indications for Use Farm

DUS 3000 Plus with C321 Transducer

Intended Use: Diagnostic Ultrasound imaging or fluid analysis of the human body as follows:

Mode of Operation
Clinical Application B M PWD CWD Color Combined Other*

Doppler (Specify) (Specify)

Ophthalmic
Fetal / Obstetrics
Abdominal N N N
I ntra-o pe rative(Specify) _____

lntra-operative(Neurological) ____

Laparoscopic
Pediatric N N N

Small Organ (Specify)
Neonatal Cephalic
Adult Cephalic
Transrectal _____________

Transvaginal
Transurethral
Musculo-Skeletal (Conventional)
Musculo-Skeletal (Superficiall) ______ ______ _____

Intravascular
Other (specify)
Cardiac N N N
Intravascular
Peripheral vascular
Other (specify)

N = new indication xx- previously cleared by FDA: E - added under this appendix

Additional comments: Combined mode B + M

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

Concurrence of CDRH Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

)visio n tnOM

Office of in Vitro Diagnostic Device Evaluation and Safety

5101K~k 9)QQ



Digital Ultrasonic Diagnostic Imaging System
510k Submission

Diagnostic Ultrasonic Indications for Use Form

DUS 3000 Plus with C363-1 /C343-1 Transducer

Intended Use: Diagnostic Ultrasound imaging or fluid analysis of the human body as follows:

Mode of Operation
Clinical Application B M PWD CWD Color Combined Other*

___Doppler (Specify) (Specify)
Ophthalmic
FetalI/ Obstetrics N NN
Abdominal N N ____ _____N

I ntra -o perative (Specify)
I ntra-ope rative( Neuroilogical1)
Laparoscopic
Pediatric
Small Organ (Specify)
Neonatal Cephalic
Adult Cephalic
Transrectal
Transvaginai
Transurethral
Musculo-Skeletal (Conventional)
Musculo-Skeletal (Superficial)
Intravascular
Other (specify)
Cardiac
Intravascular
Peripheral vascular
Other (specify)

N = new indication xx- -previously cleared by FD:E - added under this appendix

Additional comments: Combined mode B + M

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

Concurrence of CDRH Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

office of in vitro Diagnostic Device Evauation and Safety

510KOX ~



Digital Ultrasonic Diagnostic Imaging System
516k Submission

Diagnostic Ultrasonic Indications for Use Form

DUS 3000 Plus Digital Ultrasonic Diagnostic Imaging System

Intended Use: Diagnostic Ultrasound imaging or fluid analysis of the human body as follows:

Mode of Operation
Clinical Application B M PWD CWD Color Combined Other*

_______Doppler (Specify) (Specify)

Ophthalmic
Fetal /Obstetrics N N __ _N

Abdominal N N ______N

I ntra-o perative(Specify)
I ntra-o pe rative( Neurological) __

La pa roscopicI
Pediatric N N N
Small Organ (Specify) N N ___ N

Neonatal Cephalic N N N
Adult Cephalic ________

Transrectal N N N
Transvaginal N N N
Transurethral _____

Musculo-Skeletal (Conventional) N N ___ N
Musculo-Skeletal (Superficial) N N N
Intravascular
Other (specify)
Cardiac N N N
Intravascular
Peripheral vascular N N N
Other (specify)

N = new indication xx- previously cleared by FDA: E - added under this appendix

Additional comments: Combined mode B + M

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

Concurrence of CDRH Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Offie ofin vito Diagnost O Deice Ealuation and Safety



Digital Ultrasonic Diagnostic Imaging System

510k Submission

Diagnostic Ultrasonic Indications for Use Form

DUS 3000 with E611-1 Transducer

Intended Use: Diagnostic Ultrasound imaging or fluid analysis of the human body as follows:

Mode of Operation
Clinical Application B M PWD CWD Color Combined Other*

Doppler (specify) (Specify)
Ophthalmic
Fetal / Obstetrics
Abdominal
I ntra-o pe rative (Specify)
I ntra-o pe rat ive( Neurological)
Laparoscopic
Pediatric
Small Organ (Specify)
Neonatal Cephalic
Adult Cephalic
Transrectal N N N
Transvaginal N N N
Transurethral
Musculo-Skeletal (Conventional)
Musculo-Skeletal (Superficiall)
Intravascular
Other (specify)
Cardiac
intravascular
Peripheral vascular
Other (specify)

N = new indication xx- previously cleared by FDA: E - added under this appendix

Additional comments: Combined mode B + M

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

Concurrence of CDRH Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(ision sign-off)
Dvso Radiotogcca Devtces,

ODice oftin vitio Diagnostic Device Evaluation and safety

510Ko



Digital Ultrasonic Diagnostic Imaging System
510k Submission

Diagnostic Ultrasonic Indications for Use Form

DUS 3000 with 1741 Transducer

Intended Use: Diagnostic Ultrasound imaging or fluid analysis of the human body as follows:

Mode of Operation
Clinical Application B M PWD CWD Color Combined Other*

_____ _______Doppler (Specify) (Specify)
Ophthalmic
Fetal / Obstetrics
Abdominal
lntra-operative(Specify) ____ ______

lntra-operative(Neurological)
La pa rosco picI
Pediatric
Small Organ (Specify) N N N
Neonatal Cephalic N N N
Adult Cephalic
Transrectal
Transvaginal
Transurethral
Musculo-Skeletal (Conventional) N N N
Musculo-Skeletal (Superficial) N N N
Intravascular
other (specify)
Cardiac
Intravascular
Peripheral vascular N N _____N

Other (specify) ____________ ______

N = new indication xx- previously cleared by FDA: E - added under this appendix

Additional comments: Combined mode B - M

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

Concurrence of CDRH Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

Divisk~ of Aalloia Devices
Office of in Vitro Diagnostic Device Evaluation and Safety

51iOK I/c )



Digital Ultrasonic Diagnostic Imaging System
510k Submission

Diagnostic Ultrasonic Indications for Use Form

DUS 3000 with E741 Transducer

Intended Use: Diagnostic Ultrasound imaging or fluid analysis of the human body as follows:

Mode of Operation _____

Clinical Application B M PWD CWD Color Combined Oither*
Doppler (Specify) (Specify)

Ophthalmic
Fetal / Obstetrics
Abdominal
I ntra-operative(Specify) __ ______ ______

lntra-operative(Neurological) __

Laparoscopic
Pediatric
Small Organ (Specify) _____

Neonatal Cephalic
Adult Cephalic
Transrectal N N N
Transvaginal
Transurethral
Musculo-Skeletal (Conventional)
Musculo-Skeletal (Superficial[)
Intravascular _____________

Other (specify)
Cardiac
Intravascular
Peripheral vascular
Other (specify) ___________

N = new indication xx- previously cleared by FDA: E - added under this appendix

Additional comments: Combined mode B + M

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

Concurrence of CDRH Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(D7iong-t

office of in Viro Olagnqstjo Oevne Evaluaton and SafWY



Digital Ultrasonic Diagnostic Imaging System
510k Submission

Diagnostic Ultrasonic indications for Use Form

DUS 3000 with C321-1 Transducer

Intended Use: Diagnostic Ultrasound imaging or fluid analysis of the human body as follows:

Mode of Operation _____

Clinical Application B M PWD CWD Color Combined Other*
Doppler (Specify) (Specify)

Ophthalmic
Fetal / Obstetrics
Abdominal N N ____ N

Intra-operative(Specify)
lntra-oiperative(Neurological)
La pa roscopic
Pediatric N N N
Small Organ (Specify)
Neonatal Cephalic
A dult Cephalic
Transrectal
Transvaginal
Transurethral
Musculo-Skeletal (Conventional) _____

Musculo-Skeletal (Superficiall) ________

Intravascular
Other (specify) _________

Cardiac N N N
Intravascular
Peripheral vascular
Other (specify)

N = new indication xx- previously cleared by FDA: E - added under this appendix

Additional comments: Combined mode B + M

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

Concurrence of CDRI- Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

:QJh st 2s,
eDAin Sign-Of)

Division oflodiologicaJ Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

510K- P CI)~



Digital Ultrasonic Diagnostic Imaging System
510k Submission

Diagnostic Ultrasonic Indications for Use Form

DUS 3000 with C361-1/C341 Transducer

Intended Use: Diagnostic Ultrasound imaging or fluid analysis of the human body as follows:

Mode of Operation __________

Clinical Application B M PD CWD Color Combined Other*
_______Doppler (Specify) (Specify)

Ophthalmic
Fetal /Obstetrics N N N
Abdominal N N N
I ntra -operative (Specify)
lntra-operative(Neurological)
Laparoscopic
Pediatric
Small Organ (Specify)
Neonatal Cephalic
Adult Cephalic
Transrectal
Transvaginal
Transurethral
Musculo-Skeletal (Conventional) __

Musculo-Skeletal (Superficiall)
Intravascular
Other (specify)
Cardiac
Intravascular
Peripheral vascular
Other (speify)

N = new indication xx- previously cleared by FDA: E - added under this appendix

Additional comments: Combined mode B + M

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

Concurrence of CDRH Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Dirsion Sign-Off)
Division a RodiologicaJ Dam~es

Office of In Vitro Diagnostic Device Evaluation and Safety

510K 6 ))0o'


