
Aioka Co. Ltd. Model Prosound F75 510(K)

510(k) Summary of .Safety and Effectiveness FB172r,

Prepared in accordance with 21 CFR Part 807.92

Section a):
1. Subitdter: Aloka Co., Ltd., 10 Fairfield Boulevard, Wallingford, CT 06492

Contact Person: Richard J. Cehovsky, RA/QA Mngr.,
Tel: (203)269-5088 Ext. 346, Fax: 203-269-6075

Date Prepared 11/24/2010

2. Device Name: Aloka Prosound F75 Diagnostic Ultrasound System
Ultrasonic Pulsed Doppler Imaging System, 21 CER 892.1550, 90 rYN
Diagnostic Ultrasound Transducer, 21 CFR 892.1570, 90 ITX
Ultrasonic Pulsed Echo Imaging Systern., 21 CFR 892.1560, 90 IYO

3. Marketed Device: Aloka Alpha 10 Diagnostic Ultrasound System, K043 196, (90-iYN, rrx, IYO)
( A device currently in commercial distribution)

4. Device Descrintion The Prosound F75 Diagnostic Ultrasound System is a full feature imaging and analysis
system. It consist of a mobile console that provides acquisition, processing and display capability.
The user interface includes a computer type keyboard, specialized controls and a display.

5. Indications for Use: The device is intended for use by a qualified physician for ultrasound evaluation of
Small Parts, Abdominal, Cardiac, Peripheral Vascular, Fetal, Intrai-operative, Trans-
vaginal, Trans-rectal, Gynecological, Musculo-sketal and Neonatal Cephalic applications.
The device is not indicated for Ophthalmic applications.

6.Comparison w/ Predicate Device:
The Aloka Prosound F75 is technically comparable and substantially equivalent to the
current Aloka Alpha 1 0-(K043 196). It has the same technological characteristics, key safety and
effectiveness features, and has the same intended uses and basic operating modes as the predicate
device.

Section b):
1. Non-clinical Tests: The device and its transducers have been evaluated for acoustic output, biocompatibility,

cleaning & disinfection effectiveness, electromagnetic compatibility, as well as electrical and
mechanical safety, and have been found to conform with applicable medical device safety
standards.

2, Clinical Tests: None Required.

3. Conclusion: htended uses and other key features are consistent with traditional clinical practices, FDA
guidelines and established methods of patient examination. The design, development and
quality process of the manufacturer confirms with 21 CER 820, ISO 9001:2000 and ISO
13485 quality systems. The device confonms to applicable medical device safety standards
and compliance is verified through independent evaluation with ongoing factory
surveillance. Diagnostic ultrasound has accumulated a long history of safe and effectiveness
performance. Therefore, it is the opinion of Aloka Co., Ltd. that the Aloka Prosound F75
Diagnostic Ultrasound System and its transducers are substantially equivalent with respect
to safety and effectiveness to its predicate and other currently cleared Aloka systems.
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Atoka Co. Ltd. Model Prosound 775 510(K)

1.3.2 New Indications for Use: There are no new. indications for use.

1.3.3 Previously Cleared Indications for Use:

The Prosound F75 diagnostic ultrasound system and its transducers are intended for use in diagnostic
ultrasound examinations. These ultrasound applications and indications for use include: Small Parts, Intra-
operative, Abdominal, Gynecological, Cardiac, Musculo-skeletal, Transrectal, Transvaginal, Neonatal
Cephalic, Fetal & Peripheral Vascular.

The Prosound F75 has the same indications for use as its predicate - Aloka Alpha 10- (K043 196) and other
market cleared systems and transducers manufactured by Aloka.

Promotional information for the Prosound F75 is provided in Appendix D of this submission.
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DEPARTMENT OF HEALTH & HUMAN SERVICESPulcHatSeve

Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

Aloka Co., Ltd (Aloka America)
%/ Mr. Michael S. Ogunleye
5 10(k) Program Manager/Medical Lead Auditor
TIJV Rheinland of North America F EB1 ;
12 Commerce Road
NEWTOWN CT 06470

Re: KI10207
Trade/Device Name: Aloka Prosound F75
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYO, and ITX
Dated: January 14, 2011
Received: January 25, 2011

Dear Mr. Ogunleye:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we 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). 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.

This determination of substantial equivalence applies to the following transducers intended for
use with the Aloka Prosound F75, as described in your premarket notification:

Transducer Model Number

UST-567 UST-5411 UST-9146T
UST-675P UST-5415 UST-9147
Asu-l1i uST-9l18 .UST-52105

UST-2265-2 UST-9130 UST-521 19S
UST-2266-5 UST-9133 UST-52121S
UST-5293-5 UST-91461 UST-52124



If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA),
it may be Subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 2 1, Pants 800 to 895. 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
CER Pant 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, thle electronic
product radiation control provisions (Sections 53 1-542 of thle Act); 21 CER 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CER Part 801), please
go to http://www.fda. gov/AboutFDAlCentersOffices/CDRHICDRHOffices/ucrn 115 809.htm for
the Center for Devices and Radiological Health's (CDRH's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2 1 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Lauren Hefner at
(301) 796-6881.

Sincerely Yours,

Mary Pastel, ScD.
Director-
Division of Radiological.Devices
Office of In Vitro Diagnostic Device
*Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)



Aloka Co. Ltd. Model Prosound 1"75 510(K)

Indications for Use

510O(K) Number (if known):

Device Name: Atoka Prosound F75

Indications For Use:

The device is intended for use by a qualified
physician for ultrasound evaluation of
Small Parts, Abdominal, Cardiac, Peripheral
Vascular, Fetal, Intrat-operative, Trans-vaginal,
Trans-rectal, Musculo-skeletal, Gynecological and
Neonatal Cephalic applications.

The device is not indicated far Ophthalmic
applications.

Prescription Use '1AND/OR Over-The Counter Use _
(Part 21 CFR 801 Sub~part 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 sign-off)
Division Of Radiological Devices

Office OflIn Vitro Diagnostic Device Evaluation and Safety

51IOK_______ _
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Atoka Co. Ltd. Mode! Prosound F75 510(K)

1.3.1
Diagnostic Ultrasound Indications for Use Form

Prosound F7S.

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

Modes of operation

Clinical Application A B M PWD CWD Color Amplitude Color Combined Other
floppier Doppler Velocity (specify) (specify)

(CD) Imaging

Optlialmic

Fetal N N N N Se otelI

Abdominal N N N N See Note 1

Intrat-operative (specify) N N N N See Nate 1

Intrai-operative Neurological

Pediatric

Small Organ (specify) - N N N N See Note 1

Neonatal Cephalic N N N N See Note I

Adult Cephalic

-Cardiac - N N N N N SceeNote1, 2

4ransesopbageal

Trausrectal N N N N SecotelI

Traosvaginal - N N N N See Note I

Transurethral

Intravascular

Peripheral Vascular - N N N N See Note I

Laparoscopic

Musculo-skeletal - N N N N
Conventional
Musculo-skeletal Superficial

Other: Gynecological - N N N N See Note 1

N= new indication; P- previously cleared by FDA; E= added under Appendix E
Additional Comments: Mixed mode operation includes: Note I-HIM, B/PWD, ICD, B lCD/P WD, Note 2- B/C WD, BICDICWD

Applications: Small Parts-(breast, testes & thyroid..), Intra-operative- (liver, pancreas, gall bladder..)

(PLEASE DO NOT WRIT BELOW THIS LINE - CONTIN-UE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRItL Office of Device Evaluation (ODE)

Prescri ton Use (Per 21 CFR 801.109)

Division of Radiological Devices
Office of in Vitro Diagnostic Device Evaluadon and Safety

510K AInC
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ake Co. Ltd. Model Prosound jl75 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-567

(K041916)

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

Modes of operation

Clinical Application A B M PWD CWD Color Amplitude Color Combined Other (specify)
Doppler Doppler Velocity (specify)

(CD) Imaging

Opthalmic

Fetal

Abdominal

Intruoperative (specify)

Intratoperative Neurological

Pediatric

Small Organ (specify) N N N N See Note I

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Trausrectal.

Transvaginal

Transurethral

Intravascular

Peripheral Vascular N N N N See Note I

Laparoscopic

Musculo-skeletal N N N N See Note I
Conventional ___ ___ ____ ______________

Musculo--skeletal Superficial

Oter:

N= new indication; P- previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes Note 1: RIM, B/PWD, I/CD, BICD/PWD

Applications: Small Parts: ( breasts, testes, thyroid .... )

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

on se Per21CFR 80 1. 109)

Division of Radiological Devices Pm'Ue(r21

Office of in Vitvo Diagnostic Device Evaluation and Safety
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Aloka Co. Ltd. Model Prosound F75 510(K)

Diagnostic Ultrasound Indications for Use Form

UST-675P
(K(992663)

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

____Modes of operation ____________

Clinical Application A B M JPWD CWD Color Amplitude Color Combined Other
Doppler Doppler Velocity (specify) (specify')

(CD) Imaging

Opthalmic

Fetal

Abdominal

Intraoiperative (specify)

Intraoiperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Card iac

Tra uses op hagea I

Transrectal P P P p See Note 1

Transvaginal P P p P See Note I

Transurethral

hntravascular

Peripheral Vascular

Laparoscopic

Mu scu jo-skeleta
Conventional -_____

Musculo-skeletal Superficial

Other: Gynecological

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes Note 1: H/M, B/PWD, M/CD, H/CD/PWD

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

Prescription Use (Per 21 CFR 80 1.109)

Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluaion and Safety

510K /m Q /1)07
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Atoka Co. Ltd. Model Prosound F75 510(K)

Diagnostic Ultrasound Indications for Use Form
ASU-1010
(1(043196)

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

Modes of operation _____ _______

Clinical Application A B M PWD CWD Color Amplitude Color Combined Othe
Doppler Velocity Velocity (specify') r

(CD) Imaging (Spec

_ _ _ __ _ _ _-'f i-y

Optbalmic

Fetal P P P P Secote I

Abdominal P P P P See Note 1

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

-'Cardiac

Transesophageal

Trausrectal

Tra a wag in a -

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional _______

Mosculo-skeletal Superficial

Other: Gynecological P P P P See Note I

N=new indication; P- previously cleared by FDA; E= added under Appendix E

* Additional Comments: Combined includes Note 1: HIM, B/PWD, MICD, HICDIPWD

PLEASE DO NOT WRITE BELOW TIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)I

Co~~e ofCDRH, Office of Device Evaluation (ODE)

li~ ~ ~ _ b7ecito se (Per 21LCFRSO01.109)
( vsion inOM

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

510K A /L -
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Aloka Co. Ltd. Model Prosound F75 510(K)

Diagnostic Ultraound Indications for Use Form
UST-2265-2
(1(012080)

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

Modes of operation

Clinical Application A B M PWD CWD Color Amplitude Color Combined Other
Doppler Velocity Velocity (specify) (specify)

Imaging

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

'Cardiac P

Transesophageal

Traus rectal

Transvagiual

Transurethrall

Intravascular

Peripheral Vascular

Laparoscopic

Musenlo-skeletal
Conventional I___ I I ____

Musculo-skeletall Superficial

Other: : :

N= new indication; P= previously cleared by FDA; E= added under Appendix E

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

Concurrence of CDRH, Office of Device Evaluation (ODE)
Prescription Use (Per 21 CFR 801.109)

Division of Radiological Devices
Office Of In vitro Diagnostic Device Evaluation and Safety

510K 11 ,045



Atoka Co. Ltd. Model Prosound F75 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-2266-5
(K(963616)

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

Modes of operation
Clinical Application A B M IPWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
Imaging

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

Iutraoperative Neurological

Pediatric

Smal Organ (speci)

Neonatal Cephalic

Adult Ccphalic

Cardiac N

)Trausesophageal

Trans rectal

Transvaginal

Transurethrnl

Intravascular

Peripheral Vascular

Laps roscopic

Musculo-skeletall
Conventional ____ ___________

Musculo-skeletall Superficial

Other:

N= new indication; P= previously cleared by FDA; E= added under Appendix E

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

Prescription Use (Per 21 CFR 80 1.109)

r

(isiool gO0 - z
Division of Radiological Devices

office of in vitro Diagnostic Device Evaluation and Safety

510K 
4



Aloka Co. Ltd. Model Prosound F75 S1O(K)

Diagnostic Ultrasound Indications for Use Form
UST-5293-5
(K(003739)

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

Modes of operation
Clinical Application A B M PWI) CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
(CD) Linaging

Opthalmic

Fetal

Abdominal

Intreoperative (specify)

Intraolperative Neurological

Pediatric

Smal Organ (speciy

Neonatal Cephalic

Adult Cephalic

,Cardiac - P P P P P See Note 1, 2

Tra osesophageal

Trans rectal

Tra nsvagina I

Transnrethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Other:

N= new indication; P- previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes Note 1: HIM, B/PWD, M/CD, H/CD/P WD, Note 2: H/CWD. BICDICWD

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRK1 Office of Device Evaluation (ODE)

Preserle tion Use (Per 21 CER 80 1. 109)

iis-ion Srgn-Otl)
Division of Radiological Devices

Oiffice of in Vitro Diagnostic Device Evaluation and SafetY

510K 04



Aloka Co. Ltd. Model Prosoond F75 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-5411
(K043196)

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

Modes of operation

Clinical Application A B M PWD CWD Color Amplitude Color Combined Other
Doppler Velocity Velocity (specify') (specify)

(CD) Imaging

Optbalinic

Fetal

Abdominal

Intraoiperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specdl' P P P P See Note I

Neonatal Cephalic

Adult Cephalic

,Cardiac

Transesophageal

Transirectal

Transvasginal

Transurethral

Intravascular

Peripheral Vascular - P P P P See Note I

La pa roscopic

Museulo-skeletal P P P P See Note 1
Conventional
Musculo-skeletal Superficial

Other:

N= new indication; P- previously cleared by FDA; E= added under Appendix E

Additional comments: Combined includes Note I: H/M, B/PWD, MICD, B/CD/P>WD

Applications: Small Parts: (breasts, testes, thyroid .... )

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

Pwsiptonse (Per 21 CFRSO01. 109)

(Division Stgn Off)
Division of Radilogical Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

510K________ _ 48



Aloka Co. Ltd. Model Prosound F75 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-5415
(K(043196)

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

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
(CD) Imaging

Opthalmic

Fetal

Abdominal

Intraoperative (specify)

Intraoiperative Neurological

Pediatric

Small Organ (specify) N N N N See Note I

Neonatal Cephalic

Adult Cephalic

Cardiac

- Transesophageal

Trausrectul

Transvaginal

Transurethral

Intravascular

Peripheral Vascular N N N N See Note I

Laparoscopic

Musculo-skeletal Conventional N N N N See Note I

Musculo-skeletul Superficial

Other:

N= new indication; P- previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes Note 1: D/M, B/PWD, MICD, B/CDIPWD

Applications: Small Parts: (breasts, testes, thyroid .... )

(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)
r

Division of Radiological Devices
OffceofIn ito iagnostic Device Evaluation and Safety

510K 49



Aloka Co. Ltd. Model Prosound F75 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-9118
(K(992663)

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

Modes of operation
Clinical Application A B M PWD, CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
(CD) Imaging

Opthalmic

Fetal - P P P P SecotelI

Abdominal

Intraoiperative (specify)

Iotraoperative Neurological

Pediatric

Small Organ (specify

Neonatal Cephalic

Adult Cephalic

)Cardiac

Trnnsesophigeal

Transrectnl

Transvaginal P P p P See Note I

Transnrethral

Intravascular

PeripheralI Vascular

Laparoscopic

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Oter yncooiclP P p P See Note 1

N= new indication; P-- previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: HIM, B/PWD, MICE, BICDIPWD

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

Prescription Use (Per 21 CFR 801. 109)

Division Of Radiological Devices
Office of in Vitro Diagnostic Device Evaluairon and Safety

510K 50



Atoka Co. Ltd. Model Prosound F75 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-9130
(K043196)

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

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
(CD) Imaging

Opthalmic

Fetal P P P P SecotelI

Abdominal P P P P See Note I

lntraoperative (specify)

Intranoperative Neurological

Pediatric

Smal Organ (speciy

Neonatal Cephalic

Adult Cephalic

.,'Cardiac

Transesophageal

Transrectal

Transvaginal

I raas u rethra I

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Oter Gneolgial- P P P P See Note 1

N= new indication; PW previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes: B/M B/PWD, M/VCD, B/CD/Pwfl

(PLEASE DO NOT WRITE BELOW TIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRJ-I Office of Device Evaluation (ODE)

Prescription Use (Per 21 CER 801. 109)

r

(D Sign-.off
Divsion~ of Radiological Devices

Office of in Vitro Diagnostic Device Evaliuation and Safety

5101K -X / o 51



Aloka Co. Ltd. Model Prosound F75 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-9133
(K(060059)

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

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
(CD) Imaging

Opthalmic

Fetal

Abdominal

Intraoperative (specify) - P P p p See Note I

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic P P P p See Note 1

Adult Cephalic

.>tardiac

Transesophageal

Transrectal

Transvaginal

Transurethrai

Intravascular

Peripheral Vascular

Lap aroscop ic

Musculo-skeletall
Conventional
Muscnlo-skeletal Superficial

N=new indication; P- previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes-Note 1: B/K B/PWD, M/CD, B/CD/P WD.

Applications: Intra-operative- (liver, pancreas, gall bladder..)

(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)

'(ivsonSin
Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

510K AIa c52



Aloka Co. Ltd. Model Prosound F75 5111(K)

Diagnostic Ultrasound Indications for Use Form
UST-91461
(K(963616)

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

Modes of operation

Clinical Application A B M PWD C'WD Color Amplitude Color Combined Other
Doppler Velocity Velocity (specify) (specify)

(CD) Imaging

Opthalmic

Fetal

Abdominal

Intraoperative (specify) - N N N N See Note I

Intraoperative Neurological

Pediatric

Small Organ (specify

Neonatal Cephalic

Adult C ephalic

tardiac

Transesophageal

Transrectal

Transvaginal

Transurethral

Intravascular-

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional I____ _____ ___________

Musculo-skeletal Superficial

Other:

N= new indication; P--previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes-Note 1: B/Nt B/PWD, MICD B/CD/P WD.

Applications: Intra-operative- (liver, pancreas, gall bladder.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINE ON ANOTHER PAGE IF NEEDEDX)

Concurrence of CDRH, Office of Device Evaluation (ODE)

PrescriptionfUse (Per 21 CFR 801.109)

ADvsij~gnYl IVDivision of Radiological DevicesI
Office of fIn Vitro Diagnostic Device Evaluation and Safety

510K A/AD )53



Alks Co. Ltd. Model Prosound F75 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-9146T
(K(963616)

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

Modes of operation
Clinical Application A B M PWD CWD Color Amplitude Color Combined Other

Doppler Velocity Velocity (specify) (specify)
(CD) Imaging

Opthalmic

Fetal

Abdominal

Intratoperative (specify) N N N N See Note I

Intraoperative Neurological

Pediatric

Smal Organ (specid

Neonatal Cephalic

Adult Cephalic

Cardiac

Transesophageal

Trans rectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional
Musculo-skeletal Superficial

Other:

N= new indication; P-- previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes Note 1: ThM, B/PWD, WID, B/CD/P WD

Applications: Intra-operative- (liver, pancreas, gall bladder..).

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

Prescription Use (Per 21 CFR 801.109)

(Diviion Sign-Of
Division of Radiological Devices

office of In Vitro Diagnostic Device Evaluation and Safety

510K 6 1 ,'' a- 54



Atoka Co. Ltd. Model Prosound F75 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-9147
(K043196)

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

Modes of operation

Clinical Application A B M PWD CWD Color Amplitude Color Combined Other
Doppler Velocity Velocity (specify) (specify)

(CD) Imaging

Opthalmic

Fetal N N N N SecotelI

Abdominal N N N N See Note I

Isitraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify

Neonatal Cephalic

Adult Cephalic

>tardiac

Transesophageal

Transirectal

Transvaginal

Transurethral

Intravascular

Peripheral Vascular

LAparoscopic

Musculo-skeletal
Conventional 

E
Musculo-skeletal Superficial

other: Gynecological N N N NSee Note I

N= new indication; P-- previously cleared by FDA; E= added under Appendix E

Additional Comments: combined includes: BRA, B/PWD, M/VCD, B/CD/PWD.

(PLEASE DO NOT WRIT1E BELOW THIS LINE - CONTINE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRI-, Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Division Sign-Off
Divsion of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety
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Aloka Co. Ltd. Model Prosound F75 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-52105
QK032875

intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Modes of operation

Clinical Application A B M PWD CW4D Color Amplitude Color Combined Other
Doppler Velocity Velocity (specify) (specify)

(CD) Imaging

Opthalmic

Fetal

Abdominal

Intrnoiperative (specify)

Iutraloperative Neurological

Pediatric

Small Organ (speci)

Neonatal Cephalic

Adult Cephalic

Cardiac N N N N N See Note 1, 2

Transesophageal

Transrectal

Transvaginal

Transnrethral

Intravascular

Peripheral Vascular

Laparoscopic

Musceno-skeletal
Conventional _____________

Musculo-skeletal Superficial

N= new indication; P= previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes Note 1: BIM, B/PWD, NI/CD, BICD/PWD & Note 2: B/C WD, B/CD/C wD.

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

Prescription Use (Per 21 CFR 801.109)

(iiinSign-O
Divsion of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety
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Aloka Co. Ltd. Model Prosound P75 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-52119S
(1(003739)

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

Modes of operation

Clinical Application A B M PWD CWD Color Amplitude Color Combined Other
Doppler Velocity Velocity (specify) (specify)

(CD) Imaging

Opthalmic

Fetal

Abdominal

Intraolperative (specify)

Iatraoperative Neurological

Pediatric

Small Organ (specify

Neonatal Cephalic

_Adult Cephalic

Cardiac, Pediatric N N N N N Sea Note 1, 2

Transesophageal

Trnnsrectal

Transvaginal

Trnnsurethral

Intravascular

Peripheral Vascular

Laparoscopic

Mu sculo-skeletal
Conventional
Musculo-skeletal Superficial

Other,.

N= new indication; P- previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes Note 1: B/NI, B/P WI, NI/CD, B/CD/P WD, & Note 2: B/CWD, B/CD/CWD

(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 CER 80 1. 109)

LAX
(Divisidn Sign-Off)

Division of Radiological Devices
Office of In VitDi noshtic Device Evaluation and Safety
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Atoka Co. Ltd. Model Prosound F75 510(K)

Diagnostic Ulitrasound Indications for Use Form
UST-52121S
(1(003739)

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

Modes of operation _____

Clinical Application A B M PWD CWD - Color Amplitude Color Combined Other
floppier Velocity Velocity (specify) (specify)

(CD) Imaging

Opthalmic

Ftal

Abdominal

Intrnoiperative (specify)

-- Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic

Adult Cephalic

Cardiac (Pediatric) N N N N N See Note 1,.2

Transesophageal

Transrectal

Transvalginal

Transurethral

Intravascular

Peripheral Vascular

Laparoscopic

Mosculo-skeletal
Conventional
Musculo-skeletal Superficial

Other:

N= new indication; P- previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes Note 1: B/N, B/PWD, MICD, H/CD/PWD & Note 2: l/C WD, H/CD/CWD

(PLEASE DO NOT WRfIE BELOW THS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDI1H Office of Device Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109)

(Divsion Sign-Off)Divsion of Radiological Devices
Office of In vtro Diagno~stic Device Evaluiation and Safety
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Aloka Co. Ltd. Model Prosound F75 510(K)

Diagnostic Ultrasound Indications for Use Form
UST-52124
(1(032875)

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

Modes of operation

Clinical Application A B M PWD CWD Color Amplitude Color Combined Other
Doppler Velocity Velocity (specify) (specify)

(CD) Imaging

Optbalniic

Fetal

Abdominal

Intraoperative (specify)

Intraoperative Neurological

Pediatric

Small Organ (specify)

Neonatal Cephalic N N N N N Note 1, 2

Adult Cephalic

Cardiac (Neonatal) - N N N N N Note 1, 2

Transesophageal

Transreetal

Tra nsvag in a

Transurethral

Intramascular

Peripheral Vascular

Laparoscopic

Mosculo-skeletal
Conventional ___________

Musculo-skeletal Superficial

N4= new indication; P- previously cleared by FDA; E= added under Appendix E

Additional Comments: Combined includes Note 1: H/M, B/PWD, WiCD, fl/CD/P WD, Note 2: B/CWD, B/CD/CWD

(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)

Division of RadoOic..6 Dvice

office of in Vitro Diagnlost Cvic e Evas.t~n and Safety
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