
JUL 2 7 2006

510(k) Summary

1.0 SUBMITTER INFORMATION

1.1I Submitter: SHIMADZU MEDICAL SYSTEMS
20101 South Vermont Ave.
Torrance, CA 90502-1328
PH: 310-217-8855
FX: 310-217-8869

1.2 Contact: Randal Walker

1.3 Date: VAR. I 7.2a06

2.0 DEVICE NAME

2.1 Proprietary Name: SDU-1I200Pro

2.2 Common Name: Ultrasound Imaging System

2.3 Classification: Ultrasonic Pulsed Doppler Imaging System
FR # 892.1550, Product Code 90-IYN

Ultrasonic Pulsed Echo Imaging System
FR # 892.1560, Product Code 90-IYO

Diagnostic Ultrasound Transducer
FR # 892.1570, Product Code 90-ITX

2.4 Predicate Device: Shimadzu SDU-2200 (K003514, Feb./12/01)

3.0 DEVICE DESCRIPTION
The SDU- 1 200Pmo is a mobile diagnostic ultrasound system. This system has flat linear
array, convex linear and sector probe with a frequency range of approximately 1.5 to 15
M~z. It has B mode, M mode, Pulsed Doppler mode, Continuous Doppler mode,
Color mode, or in a combination of modes.

4.0 INTENDED USE
The SDU-lI200P'ro is intended for the following applications:



Fetal, Abdominal, Pediatric, Small Organs (Specify), Neonatal Cephalic, Adult
Cephalic, Cardiac, Transrectal, Transvaginal, Peripheral Vascular, Musculo-skeletal
Superficial and Musculo-skeletal Conventional.

5.0 SAFETY CONSIDERATIONS
SDU-I 200Pro has been designed to meet the following voluntary and measurement
standards:

• IEC 6060 1-1 Safety of Medical Electric Equipment
* UL60601-1:2003 Medical Electrical Equipment Part I: General Requirements

for Safety
• AIUM NEMA UD2 Acoustic Output Measurement Standard for Diagnostic

Ultrasound Equipment
* Acoustic Output Measurement and Labeling Standard for Diagnostic

Ultrasound Equipment Revision 1 (AIUM 1998)
* AIUM NEMA UD3 Standard for Real-time Display of Thermal and Mechanical

Acoustic Output Indices on Diagnostic Ultrasound Equipment



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

JUL 2 7 2006

Mr. Randal Walker
National Service Manager
Shimadzu Medical Systems
20101 South Vermont Avenue
TORRANCE CA 90502-1328

Re: K061643
Trade Name: SDU-1200Pro Diagnostic Ultrasound System
Regulation Number: 21 CFR 89.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulation Number: 21 CFR 892.1570
Regulation Name: Diagnostic ultrasonic transducer
Regulatory Class: II
Product Code: IYN, IYO, and ITX
Dated: March 17, 2006
Received: June 13, 2006

Dear Mr. Walker:

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 SDU-1200Pro Diagnostic Ultrasound System, as described in your premarket
notification:

((' *-:~ lil l/IJ'



Page 2 - Mr. Walker

Transducer Model Number

L040-075U VA13R-050U UBIOR-065U
L040-120U VA20R-035U EC] IR-055U

L040-120HU VA40R-035U 50I1l-050U
L070-075U VA40R-035HU S017-035U
L072-050U VA57R-0375WU S020-025U

VA IIR-055U VA57R-035HU
VA13R-035U TVl 1IR-055U

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 of Federal Regulations, Title 21, Pants 800 to 898. In addition, FDA
may publish further announcements concerning your device in the Federal Regzister.

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 80 1); 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 53 1-542 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 "Ilnformation 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 5 10(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 5 10(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
[)ocument Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, Maryland 20850



Page 2 - Mr. Walker

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 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" (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(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 of this letter, please contact Andrew Kang, M.D.
at (301) 594-1212.

Sincerely yours,

Nancy C.
Director, Division of Reproductive,

Abdominal and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page I of 20

5 10(k) Number (if known) : 1K O6 I /4.
Device Name: Dia nostic Ultrasound System SDU-1200Pro, system

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Operation
Cliuical Application A B U PWD CWD Color Power Color Combined rarue Othe

Dopple, (Amplitude) Velocity tSocfy&P Harnoaic (rqcsf)
Doppler Imaging Imaging

Ophthalmic
Fetal N N N N N N N N

Abdominal NN N N N N N N

Intra-operative
(Specify)
Intra-operative

Neurological
Pediatric

SmallOrganN N N N N N N N
(Specify) *
Neonatal
Cephalic

Adult Cephalic
Cardiac N N N N N N N N

Trans eophageal

Transrectal NN N N N N N N

Transvaginal N N N N N N N N

Transurethral
Intravascular
Peripheral Vascular N N N N N N N N

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

Conventional

Musculo-skeletal N N N N N

Superficial

Other (Speci4f)

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

Other Indications or Modes:
* Thyroid, Testicles, Breast

· *B/M, B/PWD, CFM(B)/PWD, CFM(B)/CFM(M)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Licsanptwn 'Us(Division Sgn-Jf) $

Division af Reproductive;'Abdominal.
and Radiological Devices
51 0(k) Number - ,t-LO/C . ...



Prescription Use (Per 21 CER 80 1.109)
Ultrasound Device Indications Statement Page 2 of 20

510(k) Number (if known): rk/o
Device Name : Diagnostic Ultrasound System SDU-1200Pro. L040-075U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

___________ ~~~Mode of Operation
Clinical Application A B A PH) CWD Color Powor Color Combined Tuse Ole

Doppler (Anpha ade) Velocqey (ISec4). ilano,, t~t*)
Doppler Imaging c

___________________ ~~~~~~~~~ ~ ~~~~~~~Imt aging ____

Ophthalmic
Fetal
Abdominal
Intra-operative
(Specify)
Intra-operative
Neurological
Pediatric

Small Organ N N N N N N N N
(Specify)*
Neonatal
Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Traas vaginal
Transyurethral
Intravascular
Peripheral Vascular N N N N N N N N
Laparoscopic
Mutscu Jo-skeleta N N N N N N N N
Conventional
fu~scula-skelea N NN N N N N N

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

Other Indications or Modes:
*Thyroid, Testicles, Breast

B3/M, B/PWD, CFM(B)/PWD), CFM(B)/CFM(M)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Conc,frencefCDMU- Ofccf.~dcvic EvaIu.tion(ODE)



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 3 of 20

510(k)Number(ifknown): )C26 O+/4 3
Device Name: Diagnostic Ultrasound System SDU-1200Pro. L040-120U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Operation
Clinical Application A B Al PIED CWD Color Power Color Combied Tissue Other

Doppler (Amplitude) Ve(octy (Spec 65)- Hr c
_Doppler Imaging Irmgng

Ophthalmic
Fetal
Abdominal
Intra-operative
(Specify)
Intra-operative
Neurological
Pediatric

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

Neonatal
Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular N N N N N N N N
Laparoscopic
Musculo-skeletal NIN N N N N N N
Conventional
Musculo-skelelal N N N N N N N N
Superficial
Others (Specify)
N- new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:
* Thyroid, Testicles, Breast
** B/M, B/PWD, CFM(B)/PWD, CFM(B)/CFM(M)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONT1NUE ON ANOTHER PAGE IF NEEDED)
Concn-ence oICDRI, Officc of Dcvie Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109) ([)ivison Sign-4ff'

D ,,or if Reproductive; Abdominal,
Th)& !:;~(rnloliJica! Devices ,t/ ]/& /'/t



Ultrasound Device Indications Statement Page 4 of 20

510(k) Number (if known): I<~ 0Oi 613
Device Name: Diannostic Ultrasound System SDU-l200Pro. L040-12QHU

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

______________ ~Mod of Operation
Clinical Applicanion A B At PWD CWL) Color Powe Color Combined Timse other

Doppler (mnplitde) Velocity tSpecify)P Harmonic (Speafy)
________________ ~~~~~~~ ~~Doppler Im gig __ __ _ Imaging _ _ _ _

Ophthalmic
Fetal

,Abdominal
Intra-operative
(specify)
Intro -operative
Neurological
Pediatric
Small Organ N
(Specify) N

Neonatal
Cephalic
Adult Cephalic

Cardiac ____

Transesophageal

Transrectal

Transvaginal

Transurethral
Intravascular
Peripheral Vascular N N N N N N N N
Laparoscopic
Musculo-skeletal N N N N N N N N
Conventional
Musculo-skeletal N N N N NN N N
Superficial
Others (Specify) __ ___ = -- _____

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

Other Indications or Modes:
*Thyroid, Testicles, Breast

B/M, B/PWD, CFM(B)/PWD, CFM(B)/CFM(M)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINE ON ANOTHR PAOE IF NEEDED)
ConcunenceofCDRH,Officcof Device Evaluato (ODE)

(Division Sign-Off)
FI'VIsidrI of Reproductive, Abdomnital,

ZS61115t011 's~~~~w 3~an iRc ('loqtcal Devices
T~p'4' toll -~' ; lrT h r __ _ __ _ __ _ __ _ __ _



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 5.f of 20

5 10(k) Number (if known) : tK C' ( ~4-3 .
Device Name : Diagnostic Ultrasound System SDU-1200Pro. L070-075U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

-Mod of Operation
Cl Mca!Appicaion A B MPWDIR CWD Color Powr Color Combined Tisse le

Doppler (Amplitude) Velopty (Spqfy)" Hanwom 'ei
Climcd Appl___i___ Doppler I-maig Imaging

0phthalmic __

Fetal _ __ _ _

Abdominal
Intra-operative

Intra-operative
Neurological
Pediatric

SmllrgnN N N N N N N N

Neonatal
Cephaic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transyaginal
Transurethral
Intravascular
Peripheral Vascular N N N N N N N N
Laparoscopic
Musculo-skeletal N N N N N N N N
Conventional
Musrculo-skeletal N N N N N N N N
Superficial

Others (Specify)1I II
N=new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:
*Thyroid, Testicles, Breast

B/M, B/PWD, CFM([B)/PWD, CFM(B)/CFM(M)

(PLEASE DO NOT WRITE BELOW THIlS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Conc~ric of CDRii, Office of Device Evaluation (ODE)

Division of ReprodUctive, Abdominal,
and RadiologlicalDvcs I
5 1 O(k Number



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 6 of 20

510(k)Number(ifknown): . o6 1 44'.3
Device Name: Diannostic Ultrasound System SDU-1200Pro, L072-O50U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Operation
Clinical Application A B A PWD CWD Color Power Color Combined TuO

Doppler (Amplitude) Ve/firy (Spegfy). Ifooncic
Ophthalmic ________ _________ Doppler Imaging Imaging
Ophthalmic
Fetal
Abdominal
Intra-operative
(Specify)
Intra-operative
Neurological
Pediatric
Small Organ N N N N N N N N
(Specify) *

Neonatal
Cephalic
Adult Cephalic
Cardiac
Transetophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular N N N N N N N N
Laparoscopic
Musculo-skelelal N N N N N N N N
Conventional
Musculo-skeletal
Supe.rficial

Others (Specif)

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

Other Indications or Modes:
· Thyroid, Testicles, Breast

B/fM, B/PWD, CFM(B)/PWD, CFM(B)/CFM(M)

(PLEASE DO NOT WRITE BELOW TITS LINE-CONTINUE ON ANOTHER PAGE IF NEEDEDI
Concurrence of CDRH, Of'fice of Device Evaluatio (ODE)

(Divisinn Sign-Off)

N' Div,<;or of Reproductive, Abdominal.
; 'dioRoqical Devices //
bit'i) Nvmber /_-" { f"//_/__ 

/ / '
__ 

7 ' -"'
_
' - ' J



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 7. of 20

5 10(k) Number (if known) : p06 1 A1q-3
Device Name: Diamrostic Ultrasound System SDU-l200Pro. VA!IIR-055U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

___________ ~~~~Mode of Operation
Clinical Application A B Ad PWD Cr1) Color Powe Color CombTe;d- Tisue the

Doppler (Anpliude) IVelociuy lspqfy54 llnnnc (p4~

___________________ ~~~~~Doppler maging ______ mging _____

Ophthalmic __________

Fetal NWN N N N N N N
Abdominal N N N _ N N N N N
Intro-operative
(Specify)
Intra -operative
Neurological
Pediatric N N N N N N N N
Small Organ

Neonatal N N N N N N N N
C'ephalic
Adult Cephalic - N N N N N N N N
Cardiac _ N N N N N N N N
Transesrophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular

Loparoscopic
Mztsculo-skelea
Conventiona
Musculo-skelea

N= new indication; P= previously cleared by FDA; E1= added under Appendix E

Other Indications or Modes:
B/M. B/PWD, CFM(B)/PWD.CFM(B)/CFM(M)

(PLEASE DO NOT WRJE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurenc oFCDRH. Office of Device Evaluanon (ODE)

of Reprodkctive, Abdominal,
'flŽpa' Devirces&



Prescription Use (Per 21 CFR 801.109)

Ultrasound Device Indications Statement Page 8 of 20

510(k) Number (if'known): V 4 43
Device Name: -Diaznostic Ultrasound System SDU-1200Pro, VAI3R-035U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

________________ Mod of Operation=
ClinicalApphlicaio A B Al P WD CWD Color Power Color Combined r te

Doppler (Amplitude) Velocity (Spec~fy1). Harmoic (par
Doppler Imagig _______ magig ____

Ophthalmic __________

Fetal NN N N N N N N N_
Abdominal NN N N N N N N N_
Intra-operative

Intra -perative
Neurological
Pediatric
Small Organ
(Secfy) - _

Neonatal
Cephalic
Adult Cep halic
Cardiac N N N N N N N N
Tranis esophageal
Transrectal
Tranis vaginal
Transurethral __

Intravascular
Peripheral Vascular
Laparoscopic
Musculo-sk-eletal
Conventional
Musculto-skceletal
Superficial
Others (Spe yf)

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

Other Indications or Modes:
B/M, B/PWD, CFM(B)/PWD,CFM(B)/CFM(M)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurenc 0fCDRH. Office of Devic Evaluation (ODE)

&Jctle rAhoomnalv



Prescription Use (Per 21 CFR 80 1.109)
Ultrasound Device Indications Statement Page 9± of 20

5l0(k) Number (if known): L 4 1 4 -
Device Name : -Diaznostic Ultrasound System SDU-1200Pro. VA13R-050U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

. 0 D-Mode of Operation----
Clmiicl App!lication A B U PD CWD) Color Power Color Combined Tisse Other

Doppler (Anqplinde) Velqcity 4ect&)*0 Hanotc rpEc4y)

Ophthalmic
Fetal NN NN N N N N _ _

Abdominal NN N N N N N N _ _

Intra-operative
(Specify)
lntra -perative
Neuirological
Pediatric
Small Organ
(Specify)*
Neonatal
Cep halic
Adult Cephalic
Cardiac NNJ N N N N N N _ _

Trans esophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional
Mutsculo-skeletal
Superficial ________________ ____

Others (Secify) _________

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

Other Indications or Modes:
BfM, B/PWD, CFM(B)/PWD,CFM(7B)/CFM(M)

(PLEASE DO NOT WRITE BELOW TIES LINE-CONTINIE ON ANOTHER PAGE IF NEEDED)
CoounccetC~l{Officeof~cice Evajuaioc (ODE)

V ', 9rr)lLuctive-, Abd6rninali
,aowio'ca~ tsevices 4& /6 6i



Prescription Use (Per 21 CFR 80 1.109)

Ultrasound Device Indications Statement Page 10 of 20

5 10(k) Number (if known): 14 i0 1 gzq3.3
Device Name: Diasuostic Ultrasound System SDtJ-1200Pro. VA2OR-035U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Clinical Applicaton A B Ml PWD CWD Color Powe Color Combined Tissue Other
Doppler (Amplitude) Velocity (Srcf)~Iaanic fSpeiy~)

___________________ _________ ~~Doppler Im in agn
Ophthalmic
Fetal NNJ N N N N N N
Abdominal N NJ N N N N N N
Intra-operative
(Specify)
lntIra -perative
Neurological _______________

Pediatric
Small Organ
(Specify)*
Neonatal
Cephalic
Adult Cephalic
Cardiac NNJ N N N N N N
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular

Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Others (Secify)
N=new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:
B/M, B/PWD, CFM(B)/PWD,CFM(B)/CFM(M)

(PLEASE DO NOT WRITE BELOW THISLINE-CONTINUJEON ANOTHiER PAGE IF NEEDED)

COCIVICfDH fieo eieEuuto OE



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page I I of 20

510(k) Number (if known): Vo+ 43
Device Name: -Diagnostic Ultrasound System SDU-1200Pro. VA40R-035U

Fill out one form for each ultrasound system or transducer.

Indications foruse: Diagnostic ultraound imaging or Doppler analysis of the human body as follows:

_______________ ~~Mode of Operation _ _ _ _

clinical A A Al PWD! CrWD Color Powe Color Combtned Taistmese
Application Doppler (Amplnide) Vet qdf (SeV~ ~ Rno~ (Specify) H oi

OphthalmicDope gg gi

Fetal NN N N N N N N __

Abdominal NN N N N N N N N_
Introz-operative
(Specify)
Intro -viperative
Neurological
Pediatric
Small Organ
(Specify)
Neonatal
Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transrvaginal
Transurethral
Intravascular
Peripheral Vascuilar

Loparoscopic
Musculo-skeletat
Conventional
Musculo-skeletal
Superficial

IOthers (Spec ('i) _ _ _ _ _ _ _ _ _ __ _ _ _

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

Other Indications or Modes:
B/M,. B/PWD, CFM(B)/PWD.CFM(B)/CFM(M)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGEiF NEEDED)
Coocunnc f CDRHl,Office of Devce Evauaion. (ODE)

77-
'r, '~wJff1



Prescription Use (Per 21 CFR 801.109)

Ultrasound Device Indications Statement Page 12 of 20

510(k) Number (if known): K. Pb I A4-3
Device Name -Diaznostic Ultrasound System SDU-l200Pro. VA40R-035HU

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

__________ - ~~~~Mode of Operation
Clinical A B Ad PWD CWD Color Power Color Combined Tissue Other
Application DX,'jt10 (Amplitude) Velocaey (pcfy)" Harmonic (Specify

Doppler Imagig Imoging _____

Ophthalmic
Fetal NWN N N N N N N _ _

Abdominal N N N N N N N N
intra-operative

Intera -operative
Neurologica!

Pediatric
Small Organ
(Specify)*
Neonatal
Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transaia
Trasreha
Intravascular
Peripheral Vascular
Laparoscopic
Muscutlo-skIeletal
Conventional
Mu-sculo-skeletal
Superficial

IOthers (Specify) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

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

Other Indications or Modes:
B/M, B/P WD, CFM(B)/PWD,CFM(B)/CFM(M)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
CcuecofCD"I, Office of DcvceEalato (ODE)

rf10!1.FmiictivP Ahdnnm{nai,



Prescription Use (Per 21 CFR 801.109)

Ultrasound Device Indications Statement Page 13 of 20

510(k) Number (if known): I,,- 0 / 4-3.
Device Name - Diaenostic Ultrasound System SDU-l20OPro. VA57R-0375W'U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

-Mod of Operation - ____

Clinical A B Ad PWD CWD Color Power Color Cobmbaed Tijscu Other
,Application Doppler (Amplitde) Velocity (SpecIfy)- flanoc (Speafr)

D~oppler I-maig ______ mging _____

Ophthalmic
Fetal NWN N __ N N N N N _ _

Abdominal NWN N __ N N N N N _

Intra -operative

Intra -perative
Neu~rological
Pediatric
Small Organ

Neonatal
Cephalic
Adult Cephalic

Cardiac
Transesophageal
Transrectal
Tra:sagna
Tra.ueba
Intravascular
Peripheral Vascular

Laparoscopic
Musculo-skelezal
Conventional
Musclo-skeletal
Superficial

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

Other Indications or Modes:
BIM, B/PWD, CFM(B)/PWD,CFM(B)/CFM(M)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE iF NEEDED)
CaccurencofCkHOffice. nDflvic Evaluatio (ODE)

ft: yenlgc a Reprnvucei $ bdmnl

iK umber _________________



Prescription Use (Per 21 CFR 801L109)
Ultrasound Device Indications Statement Page 14 of 20

510(k) Number (if known): C4 t2 16 I 4+3
Device Name : Diagnostic Ultrasound System SDU-l200Pro. VA57R-03751fIU

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Operation
Clinical A B U PWLD CWD Color Power Color Combined linue Other
Application Doppla (Amp/nude) Velocty (S^Vcy Harmonic (4,eaify)

Doppler Imaging Imaging
Ophthalmic
Fetal NNJ N N N N N N _ _

Abdominal NNJ N __ N N N N N
Intra -operative
(Specify5)
Intra-operative
Neurological
Pediatric
Small Organ
(Specify)
Neonatal
Cephalic
Adult Cephalic
Cardiac
Tranuesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vasclar

Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Oathers (Seeci)

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

Other Indications or Modes:
BIM, B/PWD, CFM(B)/PWD,CFM(BVCFM(M)

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

Concwenc of CDR H, Office of Devic E,,.ustio (ODE)

.1 Re,,,riuctive, Ab~doniinal,



Prescription Use (Per 21 CFR 801.109)

Ultrasound Device Indications Statement Page 15 of 20

510(k) Number (if known): ,. ' 6 C / 43 ,
Device Name: Diatnostic Ultrasound System SDU-1200Pro, TVI IR-055U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Clinical Application A B M PWD CWD Color por Color Combined Tissue Other
Doppler (Amplitude) Velocity (Secie) * Harmonic (rvcify)

Doppler Imaging Imaging
Ophthalmic
Fetal N N N N N N N N

Abdominal
Intra-operative
(Specif)
lntra-operative

Neurological
Pediatric
Small Organ
(Specifv)
Neonatal
Cephalic
Adult Cephalic

Cardiac
Transesophageal
Transrectal N N N N N N N N

Transvaginal N N N N N N N N
Transurethral
Intravascular
Peripheral Vascular

Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial

Others (Specify)

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

Other Indications or Modes:

B/NM, B/PWD, CFM(BVPWDCFM(B)/CFM(M)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDEDM
Coicrewice of CDLPHt, Offic of Device Evaluation (ODE)

I; /)~-,i , C' ~" ~I/

,m'rs v: oproductive, Abd

'rCSCitpttOtl '_SCe ') P': o hvices



Prescription Use (Per 21 CFR 801.109)

Ultrasound Device Indications Statement Page 16 of 20

510(k)Number(if'known): k 06 (64 3

Device Name: Diagnostic Ultrasound System SDU-1200Pro. UBIOR-065U

Fill out one form for each ultrasound system or transduier.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Operation
Clinical Application A B M PWD CWD Color Power Color Combined Tissue Other

Doppler (Ampl~iude) Velocity pecify) Hiarmonic (Specif)
Doppler Imaging Imaging

Ophthalmic
Fetal
Abdominal

Intra-operative
(Specify)
Intro-operative
Neurological
Pediatric
Small Organ

(Specif)
Neonatal
Cephalic
Adult Cephalic
Cardiac

Transesopha geal
Transrectal N N N N N N N N
Transvaginal
Transurethral
Intravascular
Peripheral Vascular

Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Others (Specify)

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

Other Indications or Modes:
B/fM, B/PWD, CFM(B)/PWD,CFM(B)/CFM(M)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONT[NUE ON ANOTHER PAGE IF NEEDED}
Concurrence ofCDRIH, Office ofDevice Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109) , //, :- L ,

'N)f 9'r')umtctlvpj, Aridorpina,
nlnnerca; FJcvices 1/-



Ultrasound Device Indications Statement Page 17 of 20

510(k) Number (if known) : cC 46 / $4 3
Device Name: Diaaznostic Ultrasound System SDU-12001'ro, ECIIlR-055U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Clincal ppliatin - ____ -Mode of Operation _____

Clmwl~plkw~.-A B At PWD CWD Color Powe Color Combined Tsu ~ e
Doppler (Amplitude) Velocity (Src) aronc Wpc.y

Ophthalmic
Fetal N N N N N N N N _ _

Abdominal
Intra -operative
(Specify)
Intra-operative
Neurological
Pediatric

Small Organ
(Specify)*
Neonatal
Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal NNJ N __ N N N N N
Transvaginal N N N N N N N N
Transurethral

Intra vascular
Peripheral Vascular

Laparoscopic
Musculo-skeletal
IConventional
Muisculo-skeletal
Superficial

LIOthers (Specify) = - - - = - _ _ _ _-- _ _ _ _ _ _ _ _

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

Other Indications or Modes:
B/M, B/P WD, CFM(B)/PWD,CFM(B)/CFM(M)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOThIER PAGE IF NEEDED)
Cocrec fCORKI Office of Device Evaluatio (ODE)

Prescription Use (Per 21 CFR 801.1 09) L{

inal



Ultrasound Device Indications Statement Page 18 of 20

5 10(k) Number (if known):' 1<- 0l / 6 ~3 .
Device Name 2 Diagnostic Ultraound System SDU-1200Pro.S301 -050U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnosticultraound imaging or Doppler analysis of thehuman body as follows:

_______________ - ~Mode of Operation
Clinical Appliattion A4 B M PWD CWD Color, ow Color Combined Tisse Other

Doppler (Amplitude) Velocity pecif)" Harmonic (Specify)
________________ D~~~~~~~~oppler 15 & m- tv _ _ __ _

Ophthalmic
Fetal
Abdominal N N N N
Intra-operative
(Specifi)
Intra-operative
Neurological

Pediatric NN N N N N N N N N _ _

Small Organ
(Specify)
Neonatal
Cephalic
Adult Cephalic
Cardiac N N N N N N N N N _ _

Transesophageal
Transrectal
Transvaginal
Transurethral
intravascular
Peripheral Vascular
Laparosqcpic

Musculo-skelc

Conventional
Musculo-skeletal
Superficial

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

Other Indications or Modes:
*'B/M, B/PWD, CFM(B)/PWD,CFM(B)/PWD,CFM(B)/CFM(M),B/CWD,CFM(B)/CWD

H-arrmonic Imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Conurene f CDRH. Office of DIviceE.uai (ODE)



Prescription Use (Per 21 CFR 801.109)

Ultrasound Device Indications Statement Page 19 of 20

5l0(k)Number(ifknown): k1< 6 //f4. .
Device Name: Diannostic Ultrasound System SDU-1200Pro, S017-035U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

________________ ~~Mode of Operation _ _ _ _ _ _ _ _ _

Clunical Application A B A? PWD CWD Color Power Color Combined Tissue Other
Doqler (Aphfude) Vetocty (Speci)" Harmonic (p-ea

Doppler Imaging [magin$

Ophthalmic
Fetal
Abdominal N N N N
Intra-operative

(Specify)
Intro-operative
Neurological
Pediatric
Small Organ
(Specify)
Neonatal
Cephalic
Adult Cephalic
Cardiac N N N N N N N N N
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular

Laparoscopic

Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Others (Specifv)

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

Other Indications or Modes:
I B/M, B/PWD, CFM(B)/PWDCFM(B)/PWD,CFM(B)/CFM(M),B/CWD,CFM(B)/CWD

Harmonic Imaging

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Cooc uence of CDRJI Office of Device Evaluatoc (ODE)

Prescription Use (Per 21 CFR 801.109) '



Ultrasound Device Indications Statement Page 20 of 20

510(k) Number (if known): k 0 / I/ '+3 .
Device Name: Diagnostic Ultrasound System SDU-1200Pro, S020-025U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultrasound imaging or Doppler analysis of the human body as follows:

Mode of Operation
Clinical Application A B Ml PWD CWD Color Power Color Combined Tissue Other

Doppler (Ampitude) Velocity (Specify)} Harmonic (Specify)
- - p_____________Doppler Imaging Imaging

Ophthalmic
Fetal
Abdominal N N N N
ntra-operative

(Specify)
Intra-operative
Neurological
Pediatric
Small Organ
(Specify) *
Neonatal
Cephalic
Adult Cephalic
Cardiac N N N N N N N N N
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular

Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial
Others (Specify) -

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

Other Indications or Modes:
· B/M, B/PWD, CFM(B)/PWD,CFM(B)/PWD,CFM(B)/CFM(M),B/CWD,CFM(B)/CWD
Harmonic Imaging

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

(Division Sidn-Off)
Dlivsion of Reproductive,,,Xkkornha ¢

Prescripion Use, and Radiological Devices ,///
blO(ki Number ' /.


