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510(k) Summary of Safety and Effectiveness: 21 CFR 807.92

Submitter's Name: Toshiba America Medical Systems, Inc.
Address: PO Box 2068, 2441 Michelle Drive Tustin, CA 92781-2068
Contact: Paul Biggins, Director Regulatory Affairs
Telephone No.: (714) 730-5000

Device Proprietary Name: SSA-790A, Aplio XG Version 3.0 AUG 1 2 2008
Common Name: Diagnostic Ultrasound System

Classification:
Regulatory Class: I1
Review Category: Tier II

* Ultrasonic Pulsed Doppler Imaging System - Product Code: 90-IYN [Fed. Reg. No.:
892.1550]

* Ultrasonic Pulsed Echo Imaging System - Product Code: 90-IYO [Fed. Reg. No.:
892.1560]

* Diagnostic Ultrasonic Transducer - Product Code: 90-ITX [Fed. Reg. No.: 892.1570]

Identification of Predicate Devices:
Toshiba America Medical Systems believes that this device is substantially equivalent to:

1. Toshiba SSA-790A, Aplio XG Version 2.2 Diagnostic Ultrasound; 510(k) K081065
2. Hitachi Medical Systems America Inc. HI VISION 900 Diagnostic Ultrasound Scanner

5 10(k) K063518

Device Description:
The Aplio XG Ultrasound System is a mobile system. This system is a Track 3 device that
employs a wide array of probes that include flat linear array, convex linear array, and sector
array with a frequency range of approximately 2 MHz to 12 MHz.

Intended Use:
The Aplio XG is intended to be used for the following types of studies; fetal, abdominal,
intraoperative, pediatric, small organs, neonatal cephalic, adult cephalic, cardiac, transrectal,
transvaginal, transesophageal, peripheral vascular and musculo-skeletal (both conventional
and superficial).

Safety Considerations:
This device is designed and manufactured in conjunction with the Quality System
Regulation, IEC 60601-1 (applicable portions), IEC 60601-1-2 (applicable portion),
1EC60601-2-37 (applicable portions), and the AIUM-NEMA UD2 Output Measurement
Standard as applied to Track 3 Ultrasound systems and the AIUM-NEMA UD3 Output
Display Standard.
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(~."'""" DEPARTMENT OF HEALTH & HUMAN SERVICES	 Public Health Service 

o(.v.y~ 
J:~'1d3a Food and Drug Administration 

9200 Corporate Boulevard 
Rockville MD 20850SEP 9- 2008 

Toshiba America Medical Systems, Inc.
 
% Mr. Mark Job
 
Responsible Third Party Official
 
Regulatory Technology Services LLC
 
1394 25th Street NW
 
BUFFALO MN 55313
 

Re:	 K082119
 
TradelDevice Name: Aplio XG v3.0 SSA-790A
 
Regulation Number: 21 CFR 892.1550
 
Regulation Name: Ultrasonic pulsed doppler imaging system
 
Regulatory Class: II
 
Product Code: IYN, IYO, and ITX
 
Dated: July 26, 2008
 
Received: July 28, 2008
 

Dear Mr. Job: 

This letter corrects our substantially equivalent letter of August 12,2008. 

We have reviewed your Section 510(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 Aplio XG v3.0 SSA-790A, as described in your premarket notification: 

Transducer Model Number
 

PVT-375BT PET-510MB
 
PVT-661VT PST-25BT
 
PLT-1202S PLT-604AT
 

PC-20M	 PLT-704AT 
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PLT-805AT PLT-1204MV 
PLT-1204AT PVT-382MV 
PLT-1204AX PVT-681MV 
PVT-382BT PET-5llBTM 
PVT-674BT PC-50M 
PVT-575MV PLT-705BTF 
PVT-770RT PLT-705BTH 
PST-30BT PLT-1204BT 
PST-50AT PLT-1204BX 
PST-65AT PVT-745BTV 

PLT-704SBT 

If your device is classified (see above) into either class II (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 ofFederal 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); 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. 

This determination of substantial equivalence is granted on the condition that prior to shipping 
the first device, you submit a postclearance special report. This report should contain complete 
information, including acoustic output measurements based on production line devices, requested ' 
in Appendix G, (enclosed) of the Center's September 30, 1997 "Information' for Manufacturers 
Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers." If the special 
report is incomplete or contains unacceptable values (e.g., acoustic output greater than approved 
levels), then the 51O(k) clearance may not apply to the production units which as a result may be 
considered adulterated or misbranded. 

The special report should reference the manufacturer's 510(k) number. It should be clearly and 
prominently marked "ADD-TO-FILE",and should be submitted in duplicate,to: 

Food and Drug Administration 
Center for Devices and Radiological Health 
Document Mail Center (HFZ-401) 
9200 Corporate Boulevard 
Rockville, Maryland 20850 

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 . 
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proceed to market. 

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please 
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled, 
"Misbranding by reference to premarket notification" (21 CFR Part 807.97). You may obtain 
other general infonnation on your responsibilities under the Act from the Division of Small 
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041.or 
(240) 276-3150 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.html 

If you have any questions regarding the content ofthis letter, please contact Lauren Hefner at 
(240) 276-3666. 

Sincerely yours, 

W~~~ 
Joyce M. Whang, Ph.D. 
Acting Director, Division ofReproductive, 

Abdominal, and Radiological Devices 
Office ofDevice Evaluation 
Center for Devices and Radiolo.gical Health 

Enclosure(s) 



Mode of 0 eration 

Clinical Application B THI M Color 
Doppler 

Power Dynamic 
Flow 

TDI PW CW CHI 
2D 

CHI 
Dynamic 

Flow 

Combined· 
(Specify) 

Ophthalmic 
Fetal P P P P P P P P 

Abdominal 
Intraoperative (Specify) 
Intraoperative 
Neurological 
Pediatric 
Small Organ (Specify)* 
Neonatal Cephalic 
Adult Cephalic 
Cardiac 
Transesophageal 
Transrectal 
Transvaginal 
Transurethral 
Intravascular 
Peripheral Vascular 
Laparoscopic 
Musculo-skeletal 
Superficial 
Musculo-skeletal 
Conventional 

N= new mdlcatlOn; P = PrevIOusly Cleared by FDA; E = Added under AppendIX E (LTF) 

Additional Comments: Combined Modes: BIM; B/PWD; 
BDF/PWD; BDFIMDF; BDFIMDF/PWD 

Previous StOCk) for this device K08t065 

(PLEASE DO NOT WRITE BELOW THIS LINE . CONTINUE ON OTHER PAGES IF NEED 
Concurrence of CDRH, Office of Device Evalu tion (ODE) 

Prescription Use (Per 21 CFR 801. 109) (Division Sign-Off)
 
Division of Reproductive, Abdominal and
 
Radiological DeVic~ _ q
 
510(k) Number .~ Ii Z I {
 



(Divis nSign
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510(k)Number(s) ... . ...... 

Mode of Operation 

Clinical Application B THI M Color 
Doppler 

Power Dynamic 
Flow 

ml PW CW CHI 
2D 

CHI 
Dynamic 

Flow 

Combined 
(Specify) 

Ophthalmic 
Fetal 
Abdominal 
Intraoperative (Specify) 
Intraoperative 
Neurological 
Pediatric 
Small Organ (Specify)· 
Neonatal Cephalic 
Adult Cephalic 
Cardiac 
Transesophageal 
Transrectal P p P P P P P P 

Transvaginal 
Transurethral 
Intravascular 
Peripheral Vascular 
Lapaioscopic 
MuscuIo-skeletal 
Superficial 
Musculo-skeletal 
Conventional 

N= new indicatIon; P = Previously Cleared by FDA; E = Added under Appendix E (LTF) 

Additional Comments: Combined Modes: BIM; BIPWD; 
BDFIPWD; BDFIMDF; BDF/MDFIPWD 

Prrvious 510(kl for this device K081065 

Prescription Use (Per 21 CFR 801.109) 
Division of Reproductive, Abdominal and 
Radiological Device~ ? 
510(k) Number /5..0 &' Z l...../--I2__ 
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Mode of Ol)eration 

Clinical Application B THI M Color 
Doppler 

Power Dynamic 
Flow 

TDI PW CW CHI 
20 

CHI 
Dynamic 

Flow 

Combined 
(Specify) 

Ophthalmic 
Fetal 
Abdominal P P P P P P P P P P 

Intraoperative (Specify) 
Intraoperative 
Neurological 
Pediatric p P P P P P P P P P 

Small Organ (Specify)* 
Neonatal Cephalic P P P P P P P P P P 

Adult Cephalic p P P P P P P P P P 

Cardiac P P P P P P P P P P P 

Transesophageal 
Transrectal 
Transvaginal 
Transurethral 
Intravascular 
Peripheral Vascular 
Laparoscopic 
Musculo-skeletal 
Superficial 
Musculo-skeletal 
Conventional 

N= new mdicatlOn; P = PrevIOusly Cleared by FDA;	 E = Added under Appendix E (LTF) 

Additional Comments: Combined Modes: 81M; BIPWD; 
BDFIPWD; 8DFIMDF; BDF/MDFIPWD;B-TDl; M-TDl: 2DfCWD: BDFfCWD: 
CHII2D; FEI/2D; CHIIBDF; FEIIBDF 

Previous SIOCk) for this device K081065 

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON OTHER PAGES 

Concurrence of CDRH, Office of Device Evaluation (0 

(Division Si n-Off) 
Prescription Use (Per 21 CFR 801.109)	 Division of Reproductive, Abdominal and 

Radiological Devices 
510(k) Number t< O~__ 
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Mode of 0 eration 

Clinical Application B THI M Color 
Doppler 

Power Dynamic 
Flow 

TOl PW CW CHI 
2D 

CHI 
Dynamic 

Flow 

Combined 
(Specify) 

Ophthalmic 
Fetal 
Abdominal 
Intraoperative (Specify) 
Intraoperative 
Neurological 
Pediatric P P P P P P P P 

Small Organ (Specify)* 
Neonatal Cephalic P P P P P P P P 

Adult Cephalic 
Cardiac P P P P P P P P 

Transesophageal 
Transrectal 
TransvaginaI 
Transurethral 
Intravascular 
Peripheral Vascular 
Laparoscopic 
Musculo-skeletal 
Superficial 
Musculo-skeletal 
Conventional 

N= new indication; P = Previously Cleared by FDA; E = Added under Appendix E (LTF) 

Additional Comments: Combined Modes: B/M; BIPWD;
 
BDFIPWO; BOF/MOF; BOF/MDF/PWD;B-TDI; M-TDI; 2D/CWD; BOF/CWD;
 

Previous 510(kl for this device K0810650 

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON OTHER PAGES 

EConcurrence ofCDRH, Office of Device Evaluation (0 

(Division S -Off) 
Prescription Use (Per 21 CFR 801.109) Divi~ion of Reproductive, Abdominal and 

Radiological Devices 
510(1<) Number ----l< OfZ-l...,;;"l_E?__ 
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SlO(k) ~lJ?1ber(~) 

Mode of Operation 

Clinical Application B THI M Color 
Doppler 

Power Dynamic 
Flow 

TDI PW CW CHI 
2D 

CHI 
Dynamic 

Flow 

Combined 
(Specify) 

Ophthalmic 
Fetal 
Abdominal 
Intraoperative (Specify) 
Intraoperative 
Neurological 
Pediatric P' P P P P P P P 

Small Organ (Specify)· 
Neonatal Cephalic P P P P P P P P 

Adult Cephalic 
Cardiac P P P P P P P P 

TransesophageaI 
Transrectal 
Transvaginal 
Transurethral' 
Intravascular 
Peripheral Vascular 
Laparoscopic 
Musculo-skeletal 
Superficial 
Musculo-skeletal 
Conventional 

N= new indication; P = Previously Cleared by FDA; E = Added under Appendix E (LTF) 

Additional Comments: Combined Modes: B/M: BIPWD; 
BDFIPWD; BDF/MDF: BDF/MDFIPWD:B-TDl: M-TDI; 2D/CWD: BDF/CWD; 
CHV2D; FEV2D; CHUBDF; FEI/BDF 

Previous SlOCk) for this device K081065 

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON OTIiER PAGES IF 
Concurrence of CDRH, Office of Device Evaluation {O 

(DiVision Sign~Off) 

Prescription Use (Per 2\ CFR 80 \.1 09)	 DiVision ?' Reproductive, Abdominal and
Radfologlcal Devices 
510(k) Number }~ 0 1? Z 1/9 
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Mode of 0 )eration 

Clinical Application B THI M Color 
Doppler 

Power Dynamic 
Flow 

TDI PW CW CHI 
2D 

CHI 
Dynamic 

Combined 
(Specify) 

Flow 

Ophthalmic 
Fetal 
Abdominal 
Intraoperative (Specify) 
Intraoperative 
Neurological 
Pediatric 
Small Organ (Specify)· P P P P P P P P 

Neonatal Cephalic 
Adult Cephalic 
Cardiac 
Transesophageal 
Transrectal 
Transvaginal 
Transurethral 
Intravascular 
Peripheral Vascular P P P P P P P P 

Laparoscopic 
Musculo-skeletal 
Superficial 

P p P P P P P P 

Musculo-skeletal 
Conventional 

p p P P P P P P 

N= new indication; P = Previously Cleared by FDA; E = Added under Appendix E (LTF) 

Additional Comments: Combined Modes: B/M: BIPWD: 
BDFIPWD: BDF/MDF: BDFIMDFIPWD 

Previous 51O(k) for this device K081065 

(PLE....SE DO NOT WRITE BELOW THIS LINE· CONTINUE ON OTHER PAGES 
)

IF 
Concurrence of CDRH. Office of Device Evaluation (OD 

(Division Ign-Oft) -----.. 
Prescription Use (Per 21 CFR 801.109)	 Divi~ion ?f Reproductive, Abdominal and 

Radiological DeVices 
510(k) Number 1-6 D (;(.l_lL. 
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51 O(k) Numb~r(s) •... 

Mode of 01 eration 

Clinical Application B THI M Color 
Doppler 

Power Dynamic 
Flow 

TOI PW CW CHI 
2D 

CHI 
Dynamic 

Flow 

Combined 
(Specify) 

Ophthalmic 
Fetal 
Abdominal 
Intraoperative (Specify) 
Intraoperative 
Neurological 
Pediatric 
Small Organ (Specify)· P P P P P P P P 

Neonatal Cephalic 
Adult Cephalic 
Cardiac 
Transesophageal 
Transrectal 
Transvaginal 
Transurethral 
Intravascular 
Peripheral Vascular p P P P P P P P 

Laparoscopic 
Musculo-skeletal 
Superficial 

P P P P P P P P 

Musculo-skeletal P p P P P P P P 

Conventional 
-

N= new indicatlon~ P = PrevIously Cleared by FDA~ E = Added under Appendix E (LTF) 

Additional Comments: Combined Modes: B/M: BIPWD; 
BDF/PWD; BDFIMDF; BDFfMDFIPWD 

Previous 510(k) fo·r this device K081065 

(PLEASE 00 NOT WRlTE BELOW THIS LINE· CONTINUE ON OTHER PAGES 
Concurrence or CDRH. Office of Device Evaluation ( 

(Division Sign-Off)Prescription Use (Per 21 CFR 801.109) 
Division of Reproductive, Abdominal and 
Radiological DeVices 
510(k),Number X 6 {Z {I r 
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gn-Off) 

Mode of Operation 

Clinical Application B THI M Color 
Doppler 

Power Dynamic 
Flow 

TDI PW CW CHI 
2D 

CHI 
Dynamic 

Flow 

Combined 
(Specify) 

Ophthalmic 
Fetal p p p p p p p P 

Abdominal p p P P P P P P 

Intraoperative (Specify) 
Intraoperative 
Neurolo~ical 

Pediatric p p P P P P P P 

Small Organ (Specify)· 
Neonatal Cephalic 
Adult Cephalic 
Cardiac 
Transesophageal 
Transrectal 
Transvaginal 
Transurethral 
Intravascular 
Peripheral Vascular 
Laparoscopic 
Musculo-skeletal 
Superficial 
Musculo-skeletal 
Conventional 

N:::; new mdlcatlOn; P = Previously Cleared by FDA; E :::; Added under Appendix E (LTF) 

Additional Comments: Combined Modes: B/M; BIPWD; 
BDFIPWD; BDFIMDF; BDFIMDF/PWD 

Previous SlOCk) for this device K08l06S0 

(PLEASE DO NOT WRITE BELOW TIllS UNE - CONTINUE ON OrnER PAGES IF 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

(Division Prescription Use (Per 21 CFR 801.109) 
Division of Reproductive, Abdominal and 
Radiological Devices {I./ 
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Mode of Operation 

Clinical Application B THI M Color 
Doppler 

Power Dynamic 
Flow 

TOI PW CW CHI 
2D 

CHI 
Dynamic 

Flow 

Combined 
(Specify) 

Ophthalmic 
Fetal 
Abdominal 
Intraoperative (Specify) 
Intraoperative 
Neurological 
Pediatric 
Small Organ (Specify)'" 
Neonatal Cephalic 
Adult Cephalic 
Cardiac 
TransesophageaJ 
Transrectal p p p p p p p p 

Transvaginal p p p p p p p p 

Transurethral 
Intravascular 
Peripheral Vascular 
Laparoscopic 
Musculo-skeletal 
Superficial 
Musculo-skeletal 
Conventional 

N= new mdlcatlOn; P = PrevIOusly Cleared by FDA; E = Added under Appendix E (LTF) 

Additional Comments: Combined Modes: BIM; BIPWD; 
BDF/PWD; BDFIMDF; BDF/MDF/PWD 

Previous SlOlk) for this device K08106S 

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON OTHER PAGES IF NE OED) 
Concurrence of CDRH. Office of Device Evaluation (ODE) 

Prescription Use (Per 21 CFR 801.109)	 (Division n-Off) 
Division of Reproductive, Abdominal and 
Radiological Devices 
510(k) Number 1< 00 2119 
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Mode of 0 )eratioo 

Clinical Application B THI M Color 
Doppler 

Power Dynamic 
Flow 

TDl PW CW CHI 
2D 

CHI 
Dynamic 

Flow 

Combined 
(Specify) 

Ophthalmic 
Fetal 
Abdominal 
Intraoperative (Specify) 
Intraoperative 
Neurological 
Pediatdc 
Small Organ (Specify)* 
Neonatal Cephalic 
Adult Cephalic 
Cardiac 
Transesophageal P P P P P P P P 

Transrectal 
Transvaginal 
Transurethral 
Intravascular 
Peripheral Vascular 
Laparoscopic 
Musculo-skeletal 
Superficial 
Musculo-skeletal 
Conventional 

N= new indication; P = Previously Cleared by FDA; E = Added under Appendix E (LTF) 

Additional Comments: Combined Modes: 81M: BIPWD:
 
8DF/PWD: 8DFIMDF; 8DF/MDFIPWD:B-TDl: M-TDI: 2D/CWD; BDF/CWD:
 

Previous SlOCk) for this device K08l065 

)
(PLEASE DO NOT WRITE BELOW THIS LINE - COtffiNUE ON OTHER PAGES IF 

Concurrence of CDRH, Office of Device Evaluation COD 

(DiVision Sign- )
Prescription Use (Per 21 CFR 801.109) 

ADiVi~ion ?f Reproductfve. Abdominal and 
ad/olog/cal DeVices 

510(k) Number I~ 0 &: c l (Or 
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Mode of 0 leration 

Clinical Application 8 THI M Color 
Doppler 

Power Dynamic 
Flow 

TOI PW CW CHI 
2D 

CHI 
Dynamic 

Flow 

Combined 
(Specify) 

Ophthalmic 
Fetal 
Abdominal 
Intraoperative (Specify) 
Intraoperative 
Neurological 
Pediatric p 

Small Organ (Specify)* 
Neonatal Cephalic 
Adult Cephalic 
Cardiac p 

Transesophageal 
Transrectal 
Transvaginal 
Transurethral 
Intravascular 
Peripheral Vascular p 

Laparoscopic 
Musculo-skeletal 
Superficial 
Musculo-skeletal 
Conventional 

N= new mdlcatlon; P = PrevIously Cleared by FDA; E = Added under Appendix E (LTF) 

Additional Comments: 

Previous SIO(k) for this device k08106S 

(PLEASE DO NOT WRITE BELOW THIS LINE . CONTINUE ON OTHER PAGES IF NEEDED) 
Concurrence of CDRH, Office of Device Evaluation (ODE) 

Prescription Use (Per 21 CFR 80 1.109) 
-:=":,,,,":,~~:;LI=~~_:::::_.._--_... 
(Divisio ign-Off) 
Division of Reproductive, Abdominal and 
Radiologlcfll Devices/ 
510(k) Number ~U?Zl_L~:f 
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Diagnostic Ultrasound Indications For Use Form 

System _ Transducer .-X 
Model PLT-705BTF 
510(k) Number(s) 

Mode of 0 leration 

Clinical Application B THl M Color 
Doppler 

Power Dynamic 
Flow 

TOI PW CW em 
20 

CHI 
Dynamic 

Flow 

Combined 
(Specify) 

Ophthalmic 
Fetal 
Abdominal N N N N N N N N 

Intraoperative (Specify) N N N N N N N N 

Intraoperative 
Neurololrical 
Pediatric 
Small Organ (Specify)· N N N N N N N N 

Neonatal Cephalic 
Adult Cephalic 
Cardiac 
Transesophageal 
Transrectal 
Transvalrinal 
Transurethral 
Intravascular 
Peripheral Vascular 
Laparoscopic 
.Musculo-skeletal 
Superficial 
Musculo-skeletal 
Conventional 

N= new mdlcation; P = PreVIously Cleared by FDA; E = Added under AppendIX E (LTF) 

Additional Comments: Combined Modes: BIM: BIPWD: 
BDFIPWD: BDFIMDF: BDFIMDFIPWD 

(PlEASE DO NOT WlUl1i BELOW TInS LINE - CONTINUE ON OTHER PAGES IF NEEDED) 
CODcurreDce of CDRH. Office of Device EvalualioD (ODE) 

Prescription Use (per 21.;;C~F~R780~1=.I:.:O:.:9~)~~~~...:J:~~~~:::::::::" 
(Division Sign-
Division of Reproductive, Abdominal and 
Radiological Devices if r;> Of 
510(k)-Number ~ Q il Zl (~ 
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Diagnostic mtrasound Indications For Use Form 

System _ Transducer -.X 
Model PLT-705BTH 
51O(k) Number(s) 

Mode of 0 eration 

Clinical Application B THI M Color 
Doppler 

Power Dynamic 
Flow 

ml PW CW CHI 
20 

em 
Dynamic 

Flow 

Combined 
(Specify) 

Ophthalmic 
Fetal 
Abdominal N N N N N N N N 

Intraoperative (Specify) N N N N N N N N 

Intraoperative 
Neurological 
Pediatric 
Small OrRan (Specify)· N N N N N [If N N 

Neonatal Cephalic 
Adult Cephalic 
Cardiac 
Transesophageal 
Transrecta1 
Transvaginal 
Transurethral 
Intravascular 
Peripheral Vascular 
Laparoscopic 
Musculo-skeletal 
Superficial 
Musculo-skeletal 
Conventional 

N= new indication; P =Previously Cleared by FDA; E = Added under Appendix E (LTF) 

Additional Comments: Combined Modes: BIM: BIPWD: 
BDFIPWD: BDFIMDF: BDFIMDFIPWD 

(PLl!ASE DO NOT WRITE BELOW THIS LINE • CONTINUE ON OTHER. PAOES IF NEEDED) 
CODcurreDce or CDRH, Office Or Device EvaluatioD (ODE) 

Prescription Use (per 21 CFR 801.10 
ir(Dih.iV=iSii:::on;:-;S~ig:t_~)~~~~~::::.--

DiVision of Reproductive, Abdominal and 
Radiological Davices 
510(k) Number /<0 f'Z ({ 9 
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Mode of 0 )eration 

Clinical Application B THI M Color 
Doppler 

Power Dynamic 
Flow 

TDI PW CW CHI 
2D 

CHI 
Dynamic 

Flow 

Combined 
(Specify) 

Ophthalmic 
Fetal 
Abdominal 
Intraoperative (Specify) 
Intraoperative 
NeuroIo~ical 

Pediatric 
Small Organ (Specify)* N N N N N N N N N 

Neonatal Cephalic 
Adult Cephalic 
Cardiac 
Transesophageal 
Transrectal 
Transvaginal 
Transurethral 
Intravascular 
Peripheral Vascular N N N N N N N N N 

Laparoscopic 
Musculo-skeletal 
Superficial 

N N N N N N N N N 

Musculo-skeletal 
Conventional 

N N N N N N N N N 

N= new mdlcatlon; P = PreViously Cleared by FDA; E = Added under Appendix E (LTF) 

Additional Comments: Combined Modes: B/M; BIPWD; 
BDFIPWD; BDFIMDF; BDFIMDFIPWD 

EEDED)

D )
(PLEASE DO NOT WRITE BELOW THIS LINE· CONTINUE ON OTIlER PAGES IF 

Concurrence of CDRH, Office of Device Evaluation ( 

(Division -Off)
Prescription Use (Per 21 CFR 801.109) Division of Reproductive, Abdominal and 

:~~~~~i~~~~V~() ¥:;L IIq 
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Diagnostic IDtrasound Indications For Use Form 

System -K- Transducer_ 
Model AnUo XG v3.0 SSA·790A 
5LO(k) Number(s) 

Mode of 0 eration 

N= new mdication; P == PreViOusly Cleared by FDA; E ... Added under Appendix E (LTF) 

Clinical Application B TIn M Color Power Dynamic TOI PW CW CHI CHI cOmbined 
Doppler Flow 20 Dyuamlc (SpecifY) 

flow 

Ophthalmic 
Fetal p p p p p p p p 

Abdominal p p p p p p p p p 

In ·ve (SpecifY) p p p p p p p 

Intraoperative 
Neurolotrical 
Pediatric p p p p p p p p p p 

Small 0r2an (Specify)· p p p p P N N P P 

Neonatal CePbalic p p p p p p p p p 

Adult Cenbalic p p p p p p p p p 

Cardiac p p p p p p p p p p p 

Transesophageal p p p p p p p p 

Transrectal p p p p p p p p 

Transvaginal p p p ., p p p p 

Transurethral 
IntravasCular 
Perid1era.1 Vascular p p p p P N N P P p 

LaparosCOl)ic 
Musculo-skeletal p p p p P N N P P 

Superficial 
Musculo-skeletal p p p p P N N P P 

Conventional . . 

Additional Comments: Combined Modes: BIM; B1PWD: 
BQF/PWDj RPflMQE: .BDFtMPPlPWD;B-l'Dli-M.TDIj 2D/CWJ)i BDFlGWDj 
CHI!2Dj FEW: CHIlBDF: FEJlBDF 

AU indications were previously reported yiak08106S 

• : For exampJej thYroid. paratlwrojd. breast. scrotum and penis 

(PLIIAS1i DO NOT WlTlIIlIL01/ TIIIIlJN8 • cotlTDlUllONonaPAOIiS.IF.NBEDED) 
COllC1lrruce of CDRH. omce olumn EYaJllldoD (ODE) 

Prescription Use (per 21 CFR 80l.l.09)11 .~.~. <o:::::-_-

\
'.	 Olvlsla" Of A~roducttve, Abdominal and 

Radiologies' Oev\ces /~og2/1 q
S10(~ Number _...J..::.~-:"';;"":'.I.-_---A·4 

http:��...'-.�


MQdel' PVT-375BT . 
StO(k) Number(s) 

.~ ';;..,." ' ,/.._'~. -' . :.. 

Mode of 0 eration 

Clinical Application B THI M Color 
. Doppler 

Power Dynamic 
Flow 

TOl PW CW CHI 
2D 

Cl-\f 
Dynamic 

Flow 

Combined 
(Specify) 

Ophthalmic 
Fetal p P P P P P P P 

Abdominal p P P P P P P P 

Intraoperative (Specify) 
Intraoperative 
Neurological 
Pediatric P p P P P P P P 

Small Organ (Specify)· 
Neonatal Cephalic 
Adult Cephalic 
Cardiac' 
Transesophageal 
Transrectal 
Transvaginal 
Transurethral 
Intravascular 
Peripheral Vascular 
Laparoscopic 
Muscul<rslceIetal 
Superficial 
Musculo-skeletal 
Conventional 

•
 

N= new indication;· P = Previously Cleared by FDA; E = Ad~ under AppendiK E (LTF) 

Al1l1iLiunal.Comments: Combined Modes: 81M: BIPWO; 
BDFIPWD; BDFIMDF: BDFIMDFIPWD . 

PreVious 5100q (or this dMce KOSI065 

(PLSASE DO HOT WlUTE BELOW nus lJJI/E. CONTtNUE ON O'l'HER ,.AGES IF l'IEEDED) 

Couearrellee oleDRH, Office of Device Evaluation (ODE) 

Pre,cr;ption Use (Pc< 21 CFR 801.109) • I /)
~-'----
Division of Reproductive, Abdominal and 
Radiological Devices 1/ /) '9 I) /'19
510(k) Number __ 1K.A/~~.---,-- _ 

A-5 



Mode of OJ eratioD 

Clinical Application B THI M Color 
Doppler 

Power Dynamic 
Flow 

TDI PW CW CHI 
20 

CHI 
D)mamic 

Flow 

Combined 
(Specify) 

Ophthalmic 
Fetal 
Abdominal 
Intraoperative (Specify) 
Intraoperative 
NeuroJol!;ical 
Pediatric 
Small Organ (Specify)$ 
Neonatal Cephalic 
Adult Cephalic 
Cardiac 
Transesophageal 
Transrectal p. P P P P P P P 

Transvaginal p p p p p p p p 

Transurethral 
Intravascular 
Peripheral Vascular 
Laparoscopic 
Museulo-skeletal 
Superficial 
Musculo-skeletal 
Conventional 

N= new tndtcat1on~ P == Previously Cleared by FDA~ E := Added under Appendix E (LTF) 

Additional Comments: Combined Modes: 81M; BIPWD: 
BDFIPWD; BDFIMDF; BDFIMDFIPWD 

Previous SIOCk) for this dmce K08J065 

(PLEASE DO NOT WKm: BELOW TKIS-UNE· CONtINUE ON 01ltB PAGes IF MEEDEDJ 
Conc:urrenc:e: of CDRH, Oftlc:e: of Dn'ic:e E".lu8tlon (ODE) 

Prescription Use (Per 21 CFR 80 I.109) 

! .	 
(Dlvlsl Sign-Off) 
Division of Reproductive, Abdominal and 
RadIological Devices }//)~Z!I (J 
51 O(k) Number _..J.tfdLJo,,::£G.u.!1....~l...!.~L~_-

A-6 



Model PLT~ l2Q2S .. 
SlO(k) Number(s) 

Mode of 01 eration 

Clinical Application B THI ·M Color 
Doppler 

Power Dynamic 
Flow 

TOI PW CW CHI 
2D 

CHI. 
Dynamic 

Flow' 

Combined 
(Sp'ccify) 

Ophthalmic 
Fetal 
Abdominal 
Intraoperative (Specify) p p p p p p p 

Intraoperative 
Neurological 
Pediatric 
SrnaUO!"g~ (Spe!=ify)* . p p p p p p 

... 
p 

Neonatal Cephalic 
Adult Cephalic 
Cardiac 
Transesophageal 
Transrectal 
Transvaginal 
Transurethral 
Intravascular 
Peripheral Vascular p p P P P P P 

Laparoscopic 
Musculo-ske letal 
Superfic;:ial 

p p p. p p p p 

Musculo-skeletal , 

Conventional 

p p p p p p , 
N= new mdlcatiOn; P = PrevIOusly Cleared by FDA; E = Added under AppendIX E (LTF) 

Additional Comments: Combined Modes: BIM: BIPWD: 
BDFIPWD: BDFIMDF; BDFIMDFIPWD . 

Prnious SIOfkl for tbiJ de"ice K0810'S 

(PLEASE DO NOr WIUTB BE!-OW TIllS UNE. CONTINUE ON lmIER PAOES IP HEEDED! 
Concurrence of CDRM. Office of Dnlce [".llIalion (ODE) 

Prescription Use (Per 21 CFR 801.109) ",.£l-::.
~gn.Off) 
Division of Reproductive, Abdom\nal and 
Radiological Devices jL,()'32..//9
51 O(k) Number ._-I:;;;.~~!J,. L.-_

A-7 



.k10·del.7pC,.20M 
,": 

SlO(k) Number(s) 

Mode of 01 eration 

Clinical Application a THI M Color 
Doppler 

Power Dynamic 
Flow 

TOI PW CW CHI 
20 

CHI 
Dynamic 

Flow 

Combined 
(Specify) . 

Ophthalmic 
Fetal 
Abdominal 
Intraoperative (Specify) 
Intraoperative 
Neurological 
Pediatric p 

S!I!l!JIOrga,n (S~cify)· 

Neonatlll Cephalic 
Adult Cephalic 
Cardiac p 

Transesophagcal 
Transrectal 
Transvaginal 
Transurethral 
Intravascular 

. Peripheral Vascul~r p 

Laparoscopic 
Musculo-skeletal 
Superficial 

. Musculo-skeletal 
Conventional 

N= new mdlcatlon; P = PrevIOusly Cleared by FDA; E ;:: Added under Appendix E (LTF) 

Addttional Comments:·· --.:.=:..... 

freytoll. 5tork} Cor thb dmce K08t065 

(PU:ASE DO IlOT ~ BELOW nils LINE -CONTINUE ON O'THB PAGES If NEEDeD) 

Concurrence of CDRH. Omce or Dev;ee Enluatioll(ODEI 

Prescription Use (Per 21 eFR 801.1 09) 

~-------, 
\	 

Division of Reproductive, AbdomInal and 
RadiologIcal Devices ~ A!VIf 
510(k) Number _-----I:.!Q~v.u.t~~~__-

A-8 



~~~~~~'(;~Y 
Model PET-510MB •. iI-" ,~. : 

510(k) Number(s) 

-Mode of 0 )era~ion 

Clinical Application B THI M Color 
Doppler 

Power DyOamic 
Flow 

TOI PW CW CHI 
20 

CHI 
Dynamic 

Flow 

Combined 
(Specify) 

Ophthalmic 
Fetal 
Abdominal 
Intraoperative (Specify) 
Intraoperative 
Neurological 
Pediatric 
Small Organ (Specify)· 
Neonatal Cephalic 
Adult Cephalic 
Cardiac .-

Transesophageal p p p- P P P P P 

Transrectal 
Transvaginal 
Transurethral 
Intravascular 
Peripheral Vascular 
Laparoscopic 
Musculo-skeletal 
Superficial 
Musculo-skeletai 
Conventional 

N= new mdlcatlon; P = PreVIously Cleared by FDA; E =Added under Appendix E (LTF) 

Additional Comments: Comoiried-M"ooes: BIM:B7PWD:
 
BDFIPWO; BDFIMDF: BDFIMDFIPWD:B-TDI; M·TDI; 2D/CWo: BDF/CWD:
 

PrevioU! StOrk! for this device KOIt06S 

(Pl..EASE DO NOT WIllE BELOW THIS UNE - CONTINUE Oil OTllU ~AGa IF NEEO£D) 

Conclirrence of CDRR. Office or Device EnluadoD (ODE) 

_\1 \\-D.__Prescription Use (Per 21 CFR 801.109) 

~-
Division of Reproductive, Abdominal and 
Radiological Devices ~lZ/1 r; -_ 
510(k) Number _----:.. --

A-9 



"-. ·J!;:·l1dd~f .. :.:::·psT;2·5·BT~··," . 
5lOCk) Number(s) 

'. .~. 
~ . ," . 

Mode of 0 )eration 

Clinical Application B THI M Color 
Doppler 

Power Dynamic 
Flow 

mJ P\V CW CHI 
20 

CHI 
Dynamic 

Flow 

Combined 
(Specify) 

Ophthalmic 
Fetal 
Abdominal p p p p p p ,. p p p 

Intraoperative (Specify) 
Intraoperative 
Neurolo~ical 

Pediatric p p p p p. p p p p p 

Small Organ.CSp.ecjfy)$ 
Neonatal Cephalic p p I' P P P I' P P .p 

Adult Cephalic p p p p p p p p p p 

Cardiac r P' r p p p p p p p p 

Transesophageal 
Transrectal 
TranSvaginal 
Transurethral 
Intravascular 
Peripheral Vascular 
Laparoscopic 
Musculo-skeletal 
Superficial 
Musculo-skeletal 
Conventional 

N= new mdicatton; P =PreViously Cleared by yOA; E = Added under AppendIX E (LTF) 

Additional Comments: Combined Modes: 81M: HIPWlJ:
 
BDFfPWD: BDFIMDF: BDFIMDFIPWD:B-TDI: M-TDl: 2D/CWO: BDF/CWD:
 
CHIJ2D: FEI12D: CHIIBDF: FEVBOF
 

PrevioUJ StOrk] for tbl, dCYlee K081065 

CPLf.ASE DO NOT 'ft1TE IELOW nus LII'IE • CONTINUE QIIl OntB,ACiI!S IF NEEDEDI 
ContllrreoCe of CDRR. ornee of Dnice Evaluation (ODE) 

Prescription Use (Per 21 CFR 801.109) _::-=::~~--
DMslon at ReproductIve, Abdominal and 
Radiological Devices 1.1)) 0 ? J'I~ 
510(k) Number __N_C/_IJ_'~_'7 _ 

A-10 



Mo.a~l :::-PLT~604AT' 
SlO(k) Number(s) 

Mode of 0 eration 

Clinical Application B THI M Color 
Doppler 

Power Dynunic 
Flow 

TOl PW CW CHI 
20 

CHI 
Dynamic 

Flow 

Combined 
(Specify) 

Ophthalmic 
Fetal 
Abdominal 
Intraoperative (Specify) 
Intraoperative 
Neurololl;icaL 
Pediatric 
Small Organ (Specify)~ _ P P P P P P P 

- -
P 

Neonatal Cephalic 
Adult Cephalic 
Cardiac 
Transesophageal 
Transrectal 
Transvaginal 
Transurethral 

.. 

[ntravasc~ar 

P~ripheral Vascular- p p p p p p p p 

Laparoscopic 
Musculo-skeletal 
Superficial 

p p p p p p p p 

Musculo-skeletal 
Conventional 

p p p p r p p p 

N= new indication; P =Previo~ly Cleared by FDA; E = Added under AppendIx E (LTF) 

Additional Comments: Combined Modes: 81M: BIPWD: 
BDFIPWO: BDFIMDF: BDFIMDFIPWP . 

PrevlollS 5JO<kl for this device K9810§5 

(!'LEASE DO NOT WRITE BELOW lWS UNE • CONT1NlJI! ON 0TllI!It PACES IF NEEDEI>l 
Concurrence of CORH, Office of Device Evalgatioa (ODE) 

Prescription Use (Per 21 CFR 801.109) (OMS~ 
Division of Reproductlye, Abdominal and 
Radiological Devices ///112.//9
510(k) Number _...JI"-'l/:...:::.:::~_..;...... _ 

A-l1 



.'Mbdel.,L;·::PlT~104:A1:',:':.~·,~. 
51 O(k) Nwnber(s) 

Mode of 0 leration 

Clinical Application B TH) M Color 
. Doppler 

Power Dynamic 
Flow 

TOI PW . CW CHI 
2D 

CHI 
Dynamic 

Flow 

Combined 
(Specify) 

Ophthalmic 
Fetal 
Abdominal 
Intraoperative (Specify) 
Intraoperative 
Neurolo~ical ' 
Pediatric 
Small Organ (Specify)· p r. p p p p p p 

Neonatal Cephalic 
Adult Cephalic 
Cardiac 
Transesophageal .. 
Transrectal 
Transvaginal 
Transurethral 

, 

Intravascular ., 
Peripheral Vascular p P P P P P P P 

Laparoscopic 
Musculo-skeletal P P P P P P P p 

Superficial 
Musculo-skeletal p P P P P P P P 

. Conventional 
N= new indication; P = Previously Cleared by FDA;. E =Added I1nder Appendix E (LTF) 

Additlona:lCoinments: .. CombiriedMooes': BIM: BIPWD:·· 
BDF/PWD: BDFIMDF: BOFIMDFIPWD 

Previous S10rk) for this device K08106S· 

(PLEASE DO l'IOT WPJn! BELOW TIllS LINE· COHTJMJ8 ON O~ PAOES If NI!EOEDl 
ConcurreRce orCORH. Office of DcYice £valUltloQ (ODE) 

I I I I.l /?~ ____Prescription Use (Per 2t CFR 801.109) 

~------
DMsron of Reproductive, Abdominal and 
Radiological DevIces· ~ <} / 9 
510(k) Number ~v a ;1..../ 

A-12 

I 



';.~,#:; ;.MSd~:f),;{;;\· p.Li~805A:T,,,:,,~~: ,~:",'" . ." ~ .', : 

SlO(k) Number(s) 

Mode of 01 eration 

Clinical Application B THI M Color 
Doppler 

Power Dynamic 
Flow 

TOI PW CW CHI 
20 

CHI 
Dynamic 

Flow 

Combined 
(Specify) 

.OPhthalmic 
Fetal 
Abdominal 
Intraoperative (Specify) 
Intraoperative 
Neurological 
Pediamc 

. SmaiL Organ (Specify)· I' _!, ...... J',., . p p , ..... r... , . . , - p ..... .. -- ... op 

Neonatal ,Cephalic 
Adult Cephalic " 

Cardiac 
Transesophageal 
Transrectal 
Transvaginal 
Transurethral 
Intravascular 
Peripheral Vascular p p p p • p p p 0p 

,Laparoscopic 
Musculcrskeletal 
Superficial 

p p p p p p p p 

Musculcrskeletal p p p p p p p p 

Conventional 
N= new indication; P = Previously Cleared by FDA; E ;: Added under Appendix E (LTF) 

Additional Comments: 'CoiribinedMoaes: aIM: BlPWD:' 
BDFIPWD: BDFIMDF: BDFIMDffPWD 

Previous SIOCk) for tbls device K08106S 

(PL£.UE DO NOT WRIT\! BELOW nus UNE· COl'mMJE ON omElt PAGES If NEEDl!D) 
CODCllrrCllce 01 CORM. ornce or Device EnluaUoD (ODE) 

"",s,,iption Use (per 21 CFR 801.109) \ I ... f)_. ..--
~ 
Division of Reproductive. Abdominal and 
Radiological Devices J) A t(/;2.1/ f 
510(k)oNumber p:...utJ . . 

A·13 



: .... 
. ': .•.....i·· . :: 

.. 

Mode of 01 eration 

Clinical Application B THI M Color 
Doppler 

Power Dynamic 
Flow 

TDI PW CW .CHI 
2D 

CHI 
Dynamic 

Flow 

Combined 
(Specify) 

Ophthalmic 
Fetal 
Abdominal 
Intraoperative (Specify) 
Intraoperative 
Neurolop;ical 
Pediatric 
Small Organ(Sp8cify)· p .p p. r p p .f p 

Neonatal Cephalic 
Adult Cephalic 
Cardiac 
TranscsOphageal 
Transrectal 
Transvaginal 
Transurethral 
Intravascular 
Peripheral Vascular p p p p p p p p 

Laparoscopic 
Musculo-skeIctal 
Superficial 

p p p p p p p p 

Musculo-skeletal p p p p p p p P 

Conventional 
N= new indication; P = Previously Cleared by FDA; E = Added under Appendix E (LTF) 

Additional Comments: Combined Modes: 81M: BIPWD: 
BDFIPWD; BDFIMDF: BDFIMDFIPWD 

Previous StOCk) ror rbl! dolce K08tQ6S 

(I't£ASE Do NOT W1lTE BELOW TliIS UNE - CONTlHUl! ON OTKEk PAGES IF NEEDED) 
Conrurrcocc of CDRH. Of'Iice of Device Evaluatloa (ODE) 

Preseription Use (Per 21 CFR 80'1.109) 

(Division Sign
Division of Reproductive, Abdominal and 
Radiological Devices ~? ;j/I U 
510(k) Number _-=-(5::Q---Ill~Q.!.~~.:...._L,-- __ 

A-14 



Mode of 0 eratioD 

Clinical Application B THI M Color 
Doppler 

Power Dynamic 
Flow' 

TOI PW CW CHI 
20 

CHI 
Dyrwnic 

Flow 

Combined' 
(Specify) 

Ophthalmic 
Fetal " 

Abdominal 
Intraoperative (Specify) 
Intraoperative 
Neurological 
Pediatric 
Small Organ.(Specify)* p p p p 

.. __..... - .. 
p 
.... p p 

.. - -._. .._ - .__ . 
p 

Neonatal Cephalic 
Adult Cephalic 
.Cardiac 
. Transesophageal 
Transrectal 
:rransvaginal 
Transurethral 
Intravascular 
Peripheral Vascular p p p p P P P P 

Laparoscopic 
Musculo-skeletal 
Superficial 

p J' P P P P P p 

Musculo-skeletal p p p P P P P P 

Conventional 
N= new indication; P =Previously Cleared by FDA; E =Added under Appendix E (LTF) 

Additional Comments: Combined Modes: 81M; BIPWD; 
BDFIPWD; BDFIMDF; BDFIMDFIPWD 

Previous 5101k) ror this device K081N5 

(PLEASE DO I'IOT WIUTE BELOW nils UNE· COHTlHUE ON O1llEa PAG£S IF NEEDeD) 
ConcurreDce orCDRH, Office or Dt'Yice IYllualion (ODE) 

Prescription Use (Per 21 CFR 801.\ 09) \ (.1,nQ" -
~ign.Off) 
Division of Reproductive, Abdominal and 
RadiologIcal Devices ~A<Oz // ~ 
510(k) Number _,L,&~itL...u..ti..!. .;.,/----£ _'L 

A-15 



Mode of 0 eration 

Clinical Application B THI M Color 
Doppler 

Power Dynamic: 
Flow 

TOI PW CW CHI 
20 

CHI 
Dynamic 

Flow 

Combined 
(Specify) 

Ophthalmic 
Fetal p P P P. P P P P 

Abdominal p p p p p p P P 

Intraoperative (Specify) 
Intraoperative 
Neurological 
Pediatric p P P P P. P P P 

Small GFgan,(Sp8GiM~· .. - .. 

Neonatal Cephalic 
Adult Cephalic 
Cardiac 
Transesophageal 

. TransreetaJ 
Transvaginal 
Transurethral 
Intravascular . 
Peripheral Vascular 
Laparoscol'ic 
Musculo-skeletaI 
Superficial 
Musculo-skeletal 
Conventional 

N= new mdlC8tlon; P =Previously Cleared by FDA; E = Added under AppendiX E (LTF) 

Additional Comments: . Combined'MOdes: aIM: BlPWD: 
BDF/pWD; BDFIMDF; BDEIMDFIPWD 

Previous Stork) for this dmce K081065 

(PLEASE DO NOT ""E BELOW nus UM!. COrmNlJE ON 0THEa PAOES IF NEEDED) 
Concurrence Qf CDRH. Office of DeYlce EvalWition (ODE} 

Prescription Use (Per 21 CFR 801.109) ~~--(DivlSi 19n-Off)
 
Division of Reproductive, AbdomInal and
\. 
Radiological Devices /~O RZf!f 

.510(k) Number 

A-16 



.. ,"'."... ,.: Mdder:!+1iV.,r-~6'i74B*;:;:'.·;.'i' .:;1' . :.•;~. 

510(k) Nuinber(s) 
. ..\
.': 

Mode of 0 eration 

Clinical Application B THI M Color 
Doppler 

Power Dynamic 
Flow 

TOI PW CW CHI 
20 

CHI 
Dynamic 

Flow 

Combined 
(Specify) 

Ophthalmic 
Fetal p p p p p p p p 

Abdominal p P P P P P P P 

Intraoperative (Specify) 
Intraoperative 
Neurololtical 
Pediatric 

, ,.small-O~aa-<Specify.)* ... 

Neonatal Cephalic 
Adult Cephalic 
Cardiac 
Transesophageal 
Transrectal 
,Transvaginal 
Transurethral 
Intravascular 
Peripheral Vascular 
Laparoscopic 
Musculo-skeIetal 
Superficial 
Musculo-skeletal 
Conventional .

N= new mdicatlon; P =PrevIOusly Cleared by FDA; E =Added under Appendix E (LTF) 

Additional Comments:"·" Combined Modes: BIM; BlPWD; 
BDFIPWD; BDF/MDF: BDFIMDFIPWD 

Previous StOrk) for this device K081065 

(PLEASE DO NOT InlTE BELOW TIllS LINE • CONTINUE ON 0T1lEIl PA(iI!S II' NEEDED) 
Concurrence or CDRH. office or Dn-ice EVilnation (ODE) 

Prescription Use (Per 21 CFR 801.109) ~~.-
Division of Reproductive, Abdominal and 
Radiological DeVices y/.' 0 .., /,/' t7 
510(k) Number tvlt1~ ~/ ). 7 

A-17 



Mode of 0, eration 

Clinical Application B THI M Color 
Doppler 

Power Dynamic 
Flow 

TOI PW CW CHI 
20 

CHI 
Dynamic 

Flow 

Combined . 
(Specify) 

Ophthalmic 
Fetal 
Abdominal 
Intraoperative (Specify) 
Intraoperative 
Neurological 
Pediatric 
Small Organ .(Specify)· N N N N N N N N N 

NeonatalCephalic . 
Adult Cephalic 
Cardiac 
Transesophageal 
Transrectal 
Transvaginal 
Transurethral 
Intravascular 
Peripheral Vascular III N N III N N N N N 

Laparoscopic 
Musculo-skeletal N III N N N N III N N 

Superficial 
Musculo-skeletal ·N N N N N III III N N 

Conventional 
N= new Indication;· p;;: Previou~ly Cleared by FDA; E;;: Added under Appendix E (LTF) 

Additional Comments: Combined Modes: BIM: BIPWQ.L
BDFIPWD;BWfMfiF; eOFIMDFiPwt> .. .--- _._. ..•. 

'PLEASE DO NOT W1lITl! BE1.OW nus l.M . ·COWTlNUE ON OTHEJt PAGO IF NEEDED) 
ConCUlTeace orCDRH. Office or Devlce EnlultioA lODE) 

Prescription Use (Per 21 CFR 80 I. 109) ~.--
Division of ReprodUctive, Abdominal and 
Radiological Devices /lO92/1 f 
510(k) Number I' . 

A-32 



Mode of O'leration 

Clinical Application B THI M Color 
Doppler 

Power Dynamic 
Flow 

TOT pW CW CHI 
2D 

CHI 
Dynamic 

Flow 

Combined . 
(Specify) 

Ophthalmic 
Fetal 
Abdominal N N N N N N N N 

Incraoperative (Specify) N N N N N N N N 

Intraoperative 
Neuro logical 
Pediatric 

.. 

Small Organ (Specify)· N N N N N N N N 

Neonatal Cephalic 
Adult Cephalic 
Cardiac 
Transesophageal 
Transreetal 
Transvaginal 
Transurethral 
Intravascular 
Peripheral Vascular 
Laparoscopic 
Musculo-skeletal 
Superficial 
MuscuJo-skeletal 
Conventional 

N= new mdlcatlOn; P = Previously Cleared by FDA; E = Added under Appendix E (LTF) . 

Additional Comments: Combjned. Modes: BIM: BIPWD; 
BUF/PWD: BDFIMDF; BDFIMDFIPWD 

(l't..EASE DO NOT WlITE BELOW T}fJS lJlE . COtl'TlNVE ON O'TKER PAOES II' !'IEEDEDI 

Concurrtnce of CDRH, Office o(Devitt Eval~U'"(00~~ 

Prescription Use (Per 21 CFR 801.1 09) _~----="":'-~---

(Divlsi Sign-Off) --.....,...--

Division of Reproductive, Abdominal and 
Radiological Devices j/ <7", /If
510(k) Number tJ.L (j~,LA/. 

A-33 




