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r. Bob Leiker

Owner 
Leiker Regulatory & Quality Consulting 
4157 North Del Rey Avenue
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Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: II
Product Code: IYN, IYO, ITX
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Dear Mr. Leiker:

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.

If your device is classified (see above) into either class II (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 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.
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please 
contact the Division of Industry and Consumer Education at its toll-free number (800) 638 2041 
or (301) 796-7100 or at its Internet address 
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm. Also, please note 
the regulation entitled, “Misbranding by reference to premarket notification” (21 CFR Part 
807.97).  For questions regarding the reporting of adverse events under the MDR regulation (21 
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 Industry and Consumer Education at its toll-free number (800) 638-2041 or (301) 
796-7100 or at its Internet address 
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely yours,

Robert Ochs, Ph.D.
Director
Division of Radiological Health
Office of In Vitro Diagnostics
and Radiological Health

Center for Devices and Radiological Health

Enclosure
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Diagnostic Ultrasound Indications For Use
Section 1.3 Indications for Use

510(k) Number:

Device Name: OPUS 5100 Diagnostic Doppler Ultrasound System

Indications for Use:
OPUS 5100 Diagnostic Doppler Ultrasound System is a general-purpose ultrasonic imaging instrument

intended for use by a qualified physician for evaluation of Fetal, Abdomen; Pediatric; Small Organ(breast,
thyroid, tests); Cephalic (adult and neonatal); Trans-rectal; Trans-vaginal; Musculo-skeletal(Conventional
and Superficial); Ob/GYN; Urology; Cardiac (adult and pediatric) and Peripheral Vascular.

The following transducers are intended for use with OPUS 5100 Diagnostic Doppler Ultrasound
System.

Transducer model Number
LA75 Linear Array CLA35 Curve Linear Array MCLA65 Micro-Curved Linear

array
LA75T Linear Array CLA35R5 Curve Linear Array PA25 Phase Array
LA75C Linear Array CLA35C Curve Linear Array PA25S Phase Array
LA75S Linear Array CLA35T Curve Linear Array PA25E8 Phase Array
LA80N Linear Array CLA35S Curve Linear Array PA50 Phase Array
LA85N Linear Array TV65 Transvaginal Micro-Curved

Linear array M3D45 4D Curved Array

LA10N Linear Array TV65S Transvaginal Micro-Curved
Linear array CGTE50 Multi-Plane Phased Array

Prescription Use__ X                             AND/OR             Over-The-Counter Use _______
(Part 21 CFR 801 Subpart D)                                                 (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

____________________________________
(Division Sign Off)

Division of Radiological Health
Office of In Vitro Diagnostic and Radiological Health

510(k)_______________________________

K142982
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Diagnostic Ultrasound Indications For Use
System: Chang Gung Medical Technology Co., Ltd.

OPUS 5100 Diagnostic Doppler Ultrasound System 510(k) Submission

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

General
(Track 1 Only)

Specific
(Tracks 1 & 3) B M PW

Doppler
CW

Doppler
Color

Doppler
Power

Doppler
Combined

Modes
Harmonic
Imaging Other

Ophthalmic Ophthalmic        
Fetal N N N N N Note 1 N Note 3, 4
Abdominal N N N N N Note 1 N Note 3, 4
Intra-operative (Specify) N
Intra-operative (Neuro)
Laparoscopic
Pediatric N N N N N Note 1 N Note 3
Small Organ[1] (Specify) N N N N N Note 1 N Note 3
Neonatal Cephalic N N N N N N Note 1 N Note 2, 3
Adult Cephalic N N N N N N Note 1 N Note 2, 3
Trans-rectal N N N N N Note 1 N Note 3
Trans-vaginal N N N N N Note 1 N Note 3
Trans-urethral
Trans-esoph. (non-
Card.)
Musculo-skeletal
(Conventional) N N N N N Note 1 N Note 3

Musculo-skeletal
(Superficial) N N N N N Note 1 N Note 3

Other (Urology) N N N N N Note 1 N Note 3, 4

Fetal Imaging
& Other

Other (Ob/GYN) N N N N N Note 1 N Note 3, 4
Cardiac Cardiac Adult N N N N N N Note 1 N Note 2, 3

Cardiac Pediatric N N N N N N Note 1 N Note 2, 3
Peripheral
Vessel

Peripheral vessel N N N N N Note 1 N Note 3

N = new indication; P = previously cleared by FDA; E = added under this appendix
[1]: breast, thyroid, testes
Note 1: Combined includes: B/M; B/PWD; B/THI; B/Color Doppler; B/Power Doppler; M/Color M; B/Color Doppler/PWD and

B/Power Doppler/PWD.
Note 2: TDI Note 3: 3D Note 4: 4D

Prescription Use ____X _                            AND/OR             Over-The-Counter Use ________
(Part 21 CFR 801 Subpart D)                                                 (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

____________________________________
(Division Sign Off)

Division of Radiological Health
Office of In Vitro Diagnostic and Radiological Health

510(k)______________________________
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Diagnostic Ultrasound Indications For Use
Transducer: LA75 Linear Array

Diagnostic Ultrasound Transducer

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

General
(Track 1 Only)

Specific
(Tracks 1 & 3) B M PW

Doppler
CW

Doppler
Color

Doppler
Power

Doppler
Combined

Modes
Harmonic
Imaging Other

Ophthalmic Ophthalmic        
Fetal

Abdominal
Intra-operative (Specify)
Intra-operative (Neuro)
Laparoscopic
Pediatric
Small Organ[1] (Specify) N N N N N Note 1 N Note 3
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-
Card.)
Musculo-skeletal
(Conventional) N N N N N Note 1 N Note 3

Musculo-skeletal
(Superficial) N N N N N Note 1 N Note 3

Other (Urology)

Fetal Imaging
& Other

Other (Ob/GYN)
Cardiac Cardiac Adult

Cardiac Pediatric
Peripheral
Vessel

Peripheral vessel N N N N N Note 1 N Note 3

N = new indication; P = previously cleared by FDA; E = added under this appendix
[1]: breast, thyroid, testes
Note 1: Combined includes: B/M; B/PWD; B/THI; B/Color Doppler; B/Power Doppler; M/Color M; B/Color Doppler/PWD and

B/Power Doppler/PWD.
Note 2: TDI Note 3: 3D Note 4: 4D

Prescription Use ____X _                            AND/OR             Over-The-Counter Use ________
(Part 21 CFR 801 Subpart D)                                                 (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

____________________________________
(Division Sign Off)

Division of Radiological Health
Office of In Vitro Diagnostic and Radiological Health

510(k)______________________________
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Diagnostic Ultrasound Indications For Use
Transducer: LA75T Linear Array

Diagnostic Ultrasound Transducer

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

General
(Track 1 Only)

Specific
(Tracks 1 & 3) B M PW

Doppler
CW

Doppler
Color

Doppler
Power

Doppler
Combined

Modes
Harmonic
Imaging Other

Ophthalmic Ophthalmic        
Fetal

Abdominal
Intra-operative (Specify)
Intra-operative (Neuro)
Laparoscopic
Pediatric
Small Organ[1] (Specify) N N N N N Note 1 N Note 3
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-
Card.)
Musculo-skeletal
(Conventional) N N N N N Note 1 N Note 3

Musculo-skeletal
(Superficial) N N N N N Note 1 N Note 3

Other (Urology)

Fetal Imaging
& Other

Other (Ob/GYN)
Cardiac Cardiac Adult

Cardiac Pediatric
Peripheral
Vessel

Peripheral vessel N N N N N Note 1 N Note 3

N = new indication; P = previously cleared by FDA; E = added under this appendix
[1]: breast, thyroid, testes
Note 1: Combined includes: B/M; B/PWD; B/THI; B/Color Doppler; B/Power Doppler; M/Color M; B/Color Doppler/PWD and

B/Power Doppler/PWD.
Note 2: TDI Note 3: 3D Note 4: 4D

Prescription Use ____X _                            AND/OR             Over-The-Counter Use ________
(Part 21 CFR 801 Subpart D)                                                 (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

____________________________________
(Division Sign Off)

Division of Radiological Health
Office of In Vitro Diagnostic and Radiological Health

510(k)______________________________
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Diagnostic Ultrasound Indications For Use
Transducer: LA75C Linear Array

Diagnostic Ultrasound Transducer

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

General
(Track 1 Only)

Specific
(Tracks 1 & 3) B M PW

Doppler
CW

Doppler
Color

Doppler
Power

Doppler
Combined

Modes
Harmonic
Imaging Other

Ophthalmic Ophthalmic        
Fetal

Abdominal
Intra-operative (Specify)
Intra-operative (Neuro)
Laparoscopic
Pediatric
Small Organ[1] (Specify) N N N N N Note 1 N Note 3
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-
Card.)
Musculo-skeletal
(Conventional) N N N N N Note 1 N Note 3

Musculo-skeletal
(Superficial) N N N N N Note 1 N Note 3

Other (Urology)

Fetal Imaging
& Other

Other (Ob/GYN)
Cardiac Cardiac Adult

Cardiac Pediatric
Peripheral
Vessel

Peripheral vessel N N N N N Note 1 N Note 3

N = new indication; P = previously cleared by FDA; E = added under this appendix
[1]: breast, thyroid, testes
Note 1: Combined includes: B/M; B/PWD; B/THI; B/Color Doppler; B/Power Doppler; M/Color M; B/Color Doppler/PWD and

B/Power Doppler/PWD.
Note 2: TDI Note 3: 3D Note 4: 4D

Prescription Use ____X _                            AND/OR             Over-The-Counter Use ________
(Part 21 CFR 801 Subpart D)                                                 (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

____________________________________
(Division Sign Off)

Division of Radiological Health
Office of In Vitro Diagnostic and Radiological Health

510(k)______________________________
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Diagnostic Ultrasound Indications For Use
Transducer: LA75S Linear Array

Diagnostic Ultrasound Transducer

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

General
(Track 1 Only)

Specific
(Tracks 1 & 3) B M PW

Doppler
CW

Doppler
Color

Doppler
Power

Doppler
Combined

Modes
Harmonic
Imaging Other

Ophthalmic Ophthalmic        
Fetal

Abdominal
Intra-operative (Specify)
Intra-operative (Neuro)
Laparoscopic
Pediatric
Small Organ[1] (Specify) N N N N N Note 1 N Note 3
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-
Card.)
Musculo-skeletal
(Conventional) N N N N N Note 1 N Note 3

Musculo-skeletal
(Superficial) N N N N N Note 1 N Note 3

Other (Urology)

Fetal Imaging
& Other

Other (Ob/GYN)
Cardiac Cardiac Adult

Cardiac Pediatric
Peripheral
Vessel

Peripheral vessel N N N N N Note 1 N Note 3

N = new indication; P = previously cleared by FDA; E = added under this appendix
[1]: breast, thyroid, testes
Note 1: Combined includes: B/M; B/PWD; B/THI; B/Color Doppler; B/Power Doppler; M/Color M; B/Color Doppler/PWD and

B/Power Doppler/PWD.
Note 2: TDI Note 3: 3D Note 4: 4D

Prescription Use ____X _                            AND/OR             Over-The-Counter Use ________
(Part 21 CFR 801 Subpart D)                                                 (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

____________________________________
(Division Sign Off)

Division of Radiological Health
Office of In Vitro Diagnostic and Radiological Health

510(k)______________________________
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Diagnostic Ultrasound Indications For Use
Transducer: LA80N Linear Array

Diagnostic Ultrasound Transducer

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

General
(Track 1 Only)

Specific
(Tracks 1 & 3) B M PW

Doppler
CW

Doppler
Color

Doppler
Power

Doppler
Combined

Modes
Harmonic
Imaging Other

Ophthalmic Ophthalmic        
Fetal

Abdominal
Intra-operative (Specify)
Intra-operative (Neuro)
Laparoscopic
Pediatric
Small Organ[1] (Specify) N N N N N Note 1 N Note 3
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-
Card.)
Musculo-skeletal
(Conventional) N N N N N Note 1 N Note 3

Musculo-skeletal
(Superficial) N N N N N Note 1 N Note 3

Other (Urology)

Fetal Imaging
& Other

Other (Ob/GYN)
Cardiac Cardiac Adult

Cardiac Pediatric
Peripheral
Vessel

Peripheral vessel N N N N N Note 1 N Note 3

N = new indication; P = previously cleared by FDA; E = added under this appendix
[1]: breast, thyroid, testes
Note 1: Combined includes: B/M; B/PWD; B/THI; B/Color Doppler; B/Power Doppler; M/Color M; B/Color Doppler/PWD and

B/Power Doppler/PWD.
Note 2: TDI Note 3: 3D Note 4: 4D

Prescription Use ____X _                            AND/OR             Over-The-Counter Use ________
(Part 21 CFR 801 Subpart D)                                                 (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

____________________________________
(Division Sign Off)

Division of Radiological Health
Office of In Vitro Diagnostic and Radiological Health

510(k)______________________________
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Diagnostic Ultrasound Indications For Use
Transducer: LA85N Linear Array

Diagnostic Ultrasound Transducer

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

General
(Track 1 Only)

Specific
(Tracks 1 & 3) B M PW

Doppler
CW

Doppler
Color

Doppler
Power

Doppler
Combined

Modes
Harmonic
Imaging Other

Ophthalmic Ophthalmic        
Fetal

Abdominal
Intra-operative (Specify)
Intra-operative (Neuro)
Laparoscopic
Pediatric
Small Organ[1] (Specify) N N N N N Note 1 N Note 3
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-
Card.)
Musculo-skeletal
(Conventional) N N N N N Note 1 N Note 3

Musculo-skeletal
(Superficial) N N N N N Note 1 N Note 3

Other (Urology)

Fetal Imaging
& Other

Other (Ob/GYN)
Cardiac Cardiac Adult

Cardiac Pediatric
Peripheral
Vessel

Peripheral vessel N N N N N Note 1 N Note 3

N = new indication; P = previously cleared by FDA; E = added under this appendix
[1]: breast, thyroid, testes
Note 1: Combined includes: B/M; B/PWD; B/THI; B/Color Doppler; B/Power Doppler; M/Color M; B/Color Doppler/PWD and

B/Power Doppler/PWD.
Note 2: TDI Note 3: 3D Note 4: 4D

Prescription Use ____X _                            AND/OR             Over-The-Counter Use ________
(Part 21 CFR 801 Subpart D)                                                 (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

____________________________________
(Division Sign Off)

Division of Radiological Health
Office of In Vitro Diagnostic and Radiological Health

510(k)______________________________
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Diagnostic Ultrasound Indications For Use
Transducer: LA10N Linear Array

Diagnostic Ultrasound Transducer

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

General
(Track 1 Only)

Specific
(Tracks 1 & 3) B M PW

Doppler
CW

Doppler
Color

Doppler
Power

Doppler
Combined

Modes
Harmonic
Imaging Other

Ophthalmic Ophthalmic        
Fetal

Abdominal
Intra-operative (Specify)
Intra-operative (Neuro)
Laparoscopic
Pediatric
Small Organ[1] (Specify) N N N N N Note 1 N Note 3
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-
Card.)
Musculo-skeletal
(Conventional) N N N N N Note 1 N Note 3

Musculo-skeletal
(Superficial) N N N N N Note 1 N Note 3

Other (Urology)

Fetal Imaging
& Other

Other (Ob/GYN)
Cardiac Cardiac Adult

Cardiac Pediatric
Peripheral
Vessel

Peripheral vessel N N N N N Note 1 N Note 3

N = new indication; P = previously cleared by FDA; E = added under this appendix
[1]: breast, thyroid, testes
Note 1: Combined includes: B/M; B/PWD; B/THI; B/Color Doppler; B/Power Doppler; M/Color M; B/Color Doppler/PWD and

B/Power Doppler/PWD.
Note 2: TDI Note 3: 3D Note 4: 4D

Prescription Use ____X _                            AND/OR             Over-The-Counter Use ________
(Part 21 CFR 801 Subpart D)                                                 (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

____________________________________
(Division Sign Off)

Division of Radiological Health
Office of In Vitro Diagnostic and Radiological Health

510(k)______________________________
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Diagnostic Ultrasound Indications For Use
Transducer: CLA35 Curved Linear Array

Diagnostic Ultrasound Transducer

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

General
(Track 1 Only)

Specific
(Tracks 1 & 3) B M PW

Doppler
CW

Doppler
Color

Doppler
Power

Doppler
Combined

Modes
Harmonic
Imaging Other

Ophthalmic Ophthalmic        
Fetal N N N N N Note 1 N Note 3
Abdominal N N N N N Note 1 N Note 3
Intra-operative (Specify)
Intra-operative (Neuro)
Laparoscopic
Pediatric
Small Organ[1] (Specify)
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-
Card.)
Musculo-skeletal
(Conventional)
Musculo-skeletal
(Superficial)
Other (Urology) N N N N N Note 1 N Note 3

Fetal Imaging
& Other

Other (Ob/GYN) N N N N N Note 1 N Note 3
Cardiac Cardiac Adult

Cardiac Pediatric
Peripheral
Vessel

Peripheral vessel

N = new indication; P = previously cleared by FDA; E = added under this appendix
[1]: breast, thyroid, testes
Note 1: Combined includes: B/M; B/PWD; B/THI; B/Color Doppler; B/Power Doppler; M/Color M; B/Color Doppler/PWD and

B/Power Doppler/PWD.
Note 2: TDI Note 3: 3D Note 4: 4D

Prescription Use ____X _                            AND/OR             Over-The-Counter Use ________
(Part 21 CFR 801 Subpart D)                                                 (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

____________________________________
(Division Sign Off)

Division of Radiological Health
Office of In Vitro Diagnostic and Radiological Health

510(k)______________________________
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Diagnostic Ultrasound Indications For Use
Transducer: CLA35R5 Curved Linear Array

Diagnostic Ultrasound Transducer

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

General
(Track 1 Only)

Specific
(Tracks 1 & 3) B M PW

Doppler
CW

Doppler
Color

Doppler
Power

Doppler
Combined

Modes
Harmonic
Imaging Other

Ophthalmic Ophthalmic        
Fetal N N N N N Note 1 N Note 3
Abdominal N N N N N Note 1 N Note 3
Intra-operative (Specify)
Intra-operative (Neuro)
Laparoscopic
Pediatric
Small Organ[1] (Specify)
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-
Card.)
Musculo-skeletal
(Conventional)
Musculo-skeletal
(Superficial)
Other (Urology) N N N N N Note 1 N Note 3

Fetal Imaging
& Other

Other (Ob/GYN) N N N N N Note 1 N Note 3
Cardiac Cardiac Adult

Cardiac Pediatric
Peripheral
Vessel

Peripheral vessel

N = new indication; P = previously cleared by FDA; E = added under this appendix
[1]: breast, thyroid, testes
Note 1: Combined includes: B/M; B/PWD; B/THI; B/Color Doppler; B/Power Doppler; M/Color M; B/Color Doppler/PWD and

B/Power Doppler/PWD.
Note 2: TDI Note 3: 3D Note 4: 4D

Prescription Use ____X _                            AND/OR             Over-The-Counter Use ________
(Part 21 CFR 801 Subpart D)                                                 (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

____________________________________
(Division Sign Off)

Division of Radiological Health
Office of In Vitro Diagnostic and Radiological Health

510(k)______________________________
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Diagnostic Ultrasound Indications For Use
Transducer: CLA35C Curved Linear Array

Diagnostic Ultrasound Transducer

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

General
(Track 1 Only)

Specific
(Tracks 1 & 3) B M PW

Doppler
CW

Doppler
Color

Doppler
Power

Doppler
Combined

Modes
Harmonic
Imaging Other

Ophthalmic Ophthalmic        
Fetal N N N N N Note 1 N Note 3
Abdominal N N N N N Note 1 N Note 3
Intra-operative (Specify)
Intra-operative (Neuro)
Laparoscopic
Pediatric
Small Organ[1] (Specify)
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-
Card.)
Musculo-skeletal
(Conventional)
Musculo-skeletal
(Superficial)
Other (Urology) N N N N N Note 1 N Note 3

Fetal Imaging
& Other

Other (Ob/GYN) N N N N N Note 1 N Note 3
Cardiac Cardiac Adult

Cardiac Pediatric
Peripheral
Vessel

Peripheral vessel

N = new indication; P = previously cleared by FDA; E = added under this appendix
[1]: breast, thyroid, testes
Note 1: Combined includes: B/M; B/PWD; B/THI; B/Color Doppler; B/Power Doppler; M/Color M; B/Color Doppler/PWD and

B/Power Doppler/PWD.
Note 2: TDI Note 3: 3D Note 4: 4D

Prescription Use ____X _                            AND/OR             Over-The-Counter Use ________
(Part 21 CFR 801 Subpart D)                                                 (21 CFR 807 Subpart C)
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Diagnostic Ultrasound Indications For Use
Transducer: CLA35T Curved Linear Array

Diagnostic Ultrasound Transducer

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

General
(Track 1 Only)

Specific
(Tracks 1 & 3) B M PW

Doppler
CW

Doppler
Color

Doppler
Power

Doppler
Combined

Modes
Harmonic
Imaging Other

Ophthalmic Ophthalmic        
Fetal N N N N N Note 1 N Note 3
Abdominal N N N N N Note 1 N Note 3
Intra-operative (Specify)
Intra-operative (Neuro)
Laparoscopic
Pediatric
Small Organ[1] (Specify)
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-
Card.)
Musculo-skeletal
(Conventional)
Musculo-skeletal
(Superficial)
Other (Urology) N N N N N Note 1 N Note 3

Fetal Imaging
& Other

Other (Ob/GYN) N N N N N Note 1 N Note 3
Cardiac Cardiac Adult

Cardiac Pediatric
Peripheral
Vessel

Peripheral vessel

N = new indication; P = previously cleared by FDA; E = added under this appendix
[1]: breast, thyroid, testes
Note 1: Combined includes: B/M; B/PWD; B/THI; B/Color Doppler; B/Power Doppler; M/Color M; B/Color Doppler/PWD and

B/Power Doppler/PWD.
Note 2: TDI Note 3: 3D Note 4: 4D

Prescription Use ____X _                            AND/OR             Over-The-Counter Use ________
(Part 21 CFR 801 Subpart D)                                                 (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

____________________________________
(Division Sign Off)

Division of Radiological Health
Office of In Vitro Diagnostic and Radiological Health
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Diagnostic Ultrasound Indications For Use
Transducer: CLA35S Curved Linear Array

Diagnostic Ultrasound Transducer

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

General
(Track 1 Only)

Specific
(Tracks 1 & 3) B M PW

Doppler
CW

Doppler
Color

Doppler
Power

Doppler
Combined

Modes
Harmonic
Imaging Other

Ophthalmic Ophthalmic        
Fetal N N N N N Note 1 N Note 3
Abdominal N N N N N Note 1 N Note 3
Intra-operative (Specify)
Intra-operative (Neuro)
Laparoscopic
Pediatric
Small Organ[1] (Specify)
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-
Card.)
Musculo-skeletal
(Conventional)
Musculo-skeletal
(Superficial)
Other (Urology) N N N N N Note 1 N Note 3

Fetal Imaging
& Other

Other (Ob/GYN) N N N N N Note 1 N Note 3
Cardiac Cardiac Adult

Cardiac Pediatric
Peripheral
Vessel

Peripheral vessel

N = new indication; P = previously cleared by FDA; E = added under this appendix
[1]: breast, thyroid, testes
Note 1: Combined includes: B/M; B/PWD; B/THI; B/Color Doppler; B/Power Doppler; M/Color M; B/Color Doppler/PWD and

B/Power Doppler/PWD.
Note 2: TDI Note 3: 3D Note 4: 4D

Prescription Use ____X _                            AND/OR             Over-The-Counter Use ________
(Part 21 CFR 801 Subpart D)                                                 (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)
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(Division Sign Off)

Division of Radiological Health
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Diagnostic Ultrasound Indications For Use
Transducer: TV65 Transvaginal Micro-Curved Linear Array

Diagnostic Ultrasound Transducer

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

General
(Track 1 Only)

Specific
(Tracks 1 & 3) B M PW

Doppler
CW

Doppler
Color

Doppler
Power

Doppler
Combined

Modes
Harmonic
Imaging Other

Ophthalmic Ophthalmic        
Fetal

Abdominal
Intra-operative (Specify)
Intra-operative (Neuro)
Laparoscopic
Pediatric
Small Organ[1] (Specify)
Neonatal Cephalic
Adult Cephalic
Trans-rectal N N N N N Note 1 N Note 3
Trans-vaginal N N N N N Note 1 N Note 3
Trans-urethral
Trans-esoph. (non-
Card.)
Musculo-skeletal
(Conventional)
Musculo-skeletal
(Superficial)
Other (Urology)

Fetal Imaging
& Other

Other (Ob/GYN) N N N N N Note 1 N Note 3
Cardiac Cardiac Adult

Cardiac Pediatric
Peripheral
Vessel

Peripheral vessel

N = new indication; P = previously cleared by FDA; E = added under this appendix
[1]: breast, thyroid, testes
Note 1: Combined includes: B/M; B/PWD; B/THI; B/Color Doppler; B/Power Doppler; M/Color M; B/Color Doppler/PWD and

B/Power Doppler/PWD.
Note 2: TDI Note 3: 3D Note 4: 4D

Prescription Use ____X _                            AND/OR             Over-The-Counter Use ________
(Part 21 CFR 801 Subpart D)                                                 (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

____________________________________
(Division Sign Off)

Division of Radiological Health
Office of In Vitro Diagnostic and Radiological Health
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Diagnostic Ultrasound Indications For Use
Transducer: TV65S Transvaginal Micro-Curved Linear Array

Diagnostic Ultrasound Transducer

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

General
(Track 1 Only)

Specific
(Tracks 1 & 3) B M PW

Doppler
CW

Doppler
Color

Doppler
Power

Doppler
Combined

Modes
Harmonic
Imaging Other

Ophthalmic Ophthalmic        
Fetal

Abdominal
Intra-operative (Specify)
Intra-operative (Neuro)
Laparoscopic
Pediatric
Small Organ[1] (Specify)
Neonatal Cephalic
Adult Cephalic
Trans-rectal N N N N N Note 1 N Note 3
Trans-vaginal N N N N N Note 1 N Note 3
Trans-urethral
Trans-esoph. (non-
Card.)
Musculo-skeletal
(Conventional)
Musculo-skeletal
(Superficial)
Other (Urology)

Fetal Imaging
& Other

Other (Ob/GYN) N N N N N Note 1 N Note 3
Cardiac Cardiac Adult

Cardiac Pediatric
Peripheral
Vessel

Peripheral vessel

N = new indication; P = previously cleared by FDA; E = added under this appendix
[1]: breast, thyroid, testes
Note 1: Combined includes: B/M; B/PWD; B/THI; B/Color Doppler; B/Power Doppler; M/Color M; B/Color Doppler/PWD and

B/Power Doppler/PWD.
Note 2: TDI Note 3: 3D Note 4: 4D

Prescription Use ____X _                            AND/OR             Over-The-Counter Use ________
(Part 21 CFR 801 Subpart D)                                                 (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

____________________________________
(Division Sign Off)

Division of Radiological Health
Office of In Vitro Diagnostic and Radiological Health
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Diagnostic Ultrasound Indications For Use
Transducer: MCLA65 Micro-Curved Linear Array

Diagnostic Ultrasound Transducer

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

General
(Track 1 Only)

Specific
(Tracks 1 & 3) B M PW

Doppler
CW

Doppler
Color

Doppler
Power

Doppler
Combined

Modes
Harmonic
Imaging Other

Ophthalmic Ophthalmic        
Fetal

Abdominal
Intra-operative (Specify)
Intra-operative (Neuro)
Laparoscopic
Pediatric
Small Organ[1] (Specify) N N N N N Note 1 N Note 3
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-
Card.)
Musculo-skeletal
(Conventional)
Musculo-skeletal
(Superficial)
Other (Urology)

Fetal Imaging
& Other

Other (Ob/GYN)
Cardiac Cardiac Adult N N N N N N Note 1 N Note 2, 3

Cardiac Pediatric
Peripheral
Vessel

Peripheral vessel

N = new indication; P = previously cleared by FDA; E = added under this appendix
[1]: breast, thyroid, testes
Note 1: Combined includes: B/M; B/PWD; B/THI; B/Color Doppler; B/Power Doppler; M/Color M; B/Color Doppler/PWD and

B/Power Doppler/PWD.
Note 2: TDI Note 3: 3D Note 4: 4D

Prescription Use ____X _                            AND/OR             Over-The-Counter Use ________
(Part 21 CFR 801 Subpart D)                                                 (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

____________________________________
(Division Sign Off)

Division of Radiological Health
Office of In Vitro Diagnostic and Radiological Health
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Diagnostic Ultrasound Indications For Use
Transducer: PA25 Phased Array

Diagnostic Ultrasound Transducer

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

General
(Track 1 Only)

Specific
(Tracks 1 & 3) B M PW

Doppler
CW

Doppler
Color

Doppler
Power

Doppler
Combined

Modes
Harmonic
Imaging Other

Ophthalmic Ophthalmic        
Fetal

Abdominal
Intra-operative (Specify)
Intra-operative (Neuro)
Laparoscopic
Pediatric
Small Organ[1] (Specify)
Neonatal Cephalic N N N N N N Note 1 N Note 2, 3
Adult Cephalic N N N N N N Note 1 N Note 2, 3
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-
Card.)
Musculo-skeletal
(Conventional)
Musculo-skeletal
(Superficial)
Other (Urology)

Fetal Imaging
& Other

Other (Ob/GYN)
Cardiac Cardiac Adult N N N N N N Note 1 N Note 2, 3

Cardiac Pediatric N N N N N N Note 1 N Note 2, 3
Peripheral
Vessel

Peripheral vessel

N = new indication; P = previously cleared by FDA; E = added under this appendix
[1]: breast, thyroid, testes
Note 1: Combined includes: B/M; B/PWD; B/THI; B/Color Doppler; B/Power Doppler; M/Color M; B/Color Doppler/PWD and

B/Power Doppler/PWD.
Note 2: TDI Note 3: 3D Note 4: 4D

Prescription Use ____X _                            AND/OR             Over-The-Counter Use ________
(Part 21 CFR 801 Subpart D)                                                 (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
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Concurrence of CDRH, Office of Device Evaluation (ODE)

____________________________________
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Division of Radiological Health
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Diagnostic Ultrasound Indications For Use
Transducer: PA25S Phased Array

Diagnostic Ultrasound Transducer

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

General
(Track 1 Only)

Specific
(Tracks 1 & 3) B M PW

Doppler
CW

Doppler
Color

Doppler
Power

Doppler
Combined

Modes
Harmonic
Imaging Other

Ophthalmic Ophthalmic        
Fetal

Abdominal
Intra-operative (Specify)
Intra-operative (Neuro)
Laparoscopic
Pediatric
Small Organ[1] (Specify)
Neonatal Cephalic N N N N N N Note 1 N Note 2, 3
Adult Cephalic N N N N N N Note 1 N Note 2, 3
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-
Card.)
Musculo-skeletal
(Conventional)
Musculo-skeletal
(Superficial)
Other (Urology)

Fetal Imaging
& Other

Other (Ob/GYN)
Cardiac Cardiac Adult N N N N N N Note 1 N Note 2, 3

Cardiac Pediatric N N N N N N Note 1 N Note 2, 3
Peripheral
Vessel

Peripheral vessel

N = new indication; P = previously cleared by FDA; E = added under this appendix
[1]: breast, thyroid, testes
Note 1: Combined includes: B/M; B/PWD; B/THI; B/Color Doppler; B/Power Doppler; M/Color M; B/Color Doppler/PWD and

B/Power Doppler/PWD.
Note 2: TDI Note 3: 3D Note 4: 4D

Prescription Use ____X _                            AND/OR             Over-The-Counter Use ________
(Part 21 CFR 801 Subpart D)                                                 (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
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Concurrence of CDRH, Office of Device Evaluation (ODE)
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Diagnostic Ultrasound Indications For Use
Transducer: PA25E8 Phased Array

Diagnostic Ultrasound Transducer

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

General
(Track 1 Only)

Specific
(Tracks 1 & 3) B M PW

Doppler
CW

Doppler
Color

Doppler
Power

Doppler
Combined

Modes
Harmonic
Imaging Other

Ophthalmic Ophthalmic        
Fetal

Abdominal
Intra-operative (Specify)
Intra-operative (Neuro)
Laparoscopic
Pediatric
Small Organ[1] (Specify)
Neonatal Cephalic N N N N N N Note 1 N Note 2, 3
Adult Cephalic N N N N N N Note 1 N Note 2, 3
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-
Card.)
Musculo-skeletal
(Conventional)
Musculo-skeletal
(Superficial)
Other (Urology)

Fetal Imaging
& Other

Other (Ob/GYN)
Cardiac Cardiac Adult N N N N N N Note 1 N Note 2, 3

Cardiac Pediatric N N N N N N Note 1 N Note 2, 3
Peripheral
Vessel

Peripheral vessel

N = new indication; P = previously cleared by FDA; E = added under this appendix
[1]: breast, thyroid, testes
Note 1: Combined includes: B/M; B/PWD; B/THI; B/Color Doppler; B/Power Doppler; M/Color M; B/Color Doppler/PWD and

B/Power Doppler/PWD.
Note 2: TDI Note 3: 3D Note 4: 4D

Prescription Use ____X _                            AND/OR             Over-The-Counter Use ________
(Part 21 CFR 801 Subpart D)                                                 (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
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Diagnostic Ultrasound Indications For Use
Transducer: PA50 Phased Array

Diagnostic Ultrasound Transducer

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

General
(Track 1 Only)

Specific
(Tracks 1 & 3) B M PW

Doppler
CW

Doppler
Color

Doppler
Power

Doppler
Combined

Modes
Harmonic
Imaging Other

Ophthalmic Ophthalmic        
Fetal

Abdominal
Intra-operative (Specify)
Intra-operative (Neuro)
Laparoscopic
Pediatric
Small Organ[1] (Specify)
Neonatal Cephalic N N N N N N Note 1 N Note 2, 3
Adult Cephalic N N N N N N Note 1 N Note 2, 3
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-
Card.)
Musculo-skeletal
(Conventional)
Musculo-skeletal
(Superficial)
Other (Urology)

Fetal Imaging
& Other

Other (Ob/GYN)
Cardiac Cardiac Adult N N N N N N Note 1 N Note 2, 3

Cardiac Pediatric N N N N N N Note 1 N Note 2, 3
Peripheral
Vessel

Peripheral vessel

N = new indication; P = previously cleared by FDA; E = added under this appendix
[1]: breast, thyroid, testes
Note 1: Combined includes: B/M; B/PWD; B/THI; B/Color Doppler; B/Power Doppler; M/Color M; B/Color Doppler/PWD and

B/Power Doppler/PWD.
Note 2: TDI Note 3: 3D Note 4: 4D

Prescription Use ____X _                            AND/OR             Over-The-Counter Use ________
(Part 21 CFR 801 Subpart D)                                                 (21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
________________________________________________________________                                __
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Diagnostic Ultrasound Indications For Use
Transducer: M3D45 4D Curved Array

Diagnostic Ultrasound Transducer

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

General
(Track 1 Only)

Specific
(Tracks 1 & 3) B M PW

Doppler
CW

Doppler
Color

Doppler
Power

Doppler
Combined

Modes
Harmonic
Imaging Other

Ophthalmic Ophthalmic        
Fetal N N N N N Note 1 N Note 3, 4
Abdominal N N N N N Note 1 N Note 3, 4
Intra-operative (Specify)
Intra-operative (Neuro)
Laparoscopic
Pediatric
Small Organ[1] (Specify)
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-
Card.)
Musculo-skeletal
(Conventional)
Musculo-skeletal
(Superficial)
Other (Urology) N N N N N Note 1 N Note 3, 4

Fetal Imaging
& Other

Other (Ob/GYN) N N N N N Note 1 N Note 3, 4
Cardiac Cardiac Adult

Cardiac Pediatric
Peripheral
Vessel

Peripheral vessel

N = new indication; P = previously cleared by FDA; E = added under this appendix
[1]: breast, thyroid, testes
Note 1: Combined includes: B/M; B/PWD; B/THI; B/Color Doppler; B/Power Doppler; M/Color M; B/Color Doppler/PWD and

B/Power Doppler/PWD.
Note 2: TDI Note 3: 3D Note 4: 4D

Prescription Use ____X _                            AND/OR             Over-The-Counter Use ________
(Part 21 CFR 801 Subpart D)                                                 (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)
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Diagnostic Ultrasound Indications For Use
Transducer: CGTE50 Multi-Plane Phased Array

Diagnostic Ultrasound Transducer

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

General
(Track 1 Only)

Specific
(Tracks 1 & 3) B M PW

Doppler
CW

Doppler
Color

Doppler
Power

Doppler
Combined

Modes
Harmonic
Imaging Other

Ophthalmic Ophthalmic        
Fetal

Abdominal
Intra-operative (Specify)
Intra-operative (Neuro)
Laparoscopic
Pediatric
Small Organ[1] (Specify)
Neonatal Cephalic
Adult Cephalic
Trans-rectal
Trans-vaginal
Trans-urethral
Trans-esoph. (non-
Card.)
Musculo-skeletal
(Conventional)
Musculo-skeletal
(Superficial)
Other (Urology)

Fetal Imaging
& Other

Other (Ob/GYN)
Cardiac Cardiac Adult N N N N N N Note 1 N Note 2, 3

Cardiac Pediatric
Peripheral
Vessel

Peripheral vessel

N = new indication; P = previously cleared by FDA; E = added under this appendix
[1]: breast, thyroid, testes
Note 1: Combined includes: B/M; B/PWD; B/THI; B/Color Doppler; B/Power Doppler; M/Color M; B/Color Doppler/PWD and

B/Power Doppler/PWD.
Note 2: TDI Note 3: 3D Note 4: 4D

Prescription Use ____X _                            AND/OR             Over-The-Counter Use ________
(Part 21 CFR 801 Subpart D)                                                 (21 CFR 807 Subpart C)
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