
JUL 2 5 2006

510(k) Summary

1.0 SUBMITTER INFORMATION

1.1 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: MAR. 1 7.2008

2.0 DEVICE NAME

2.1 Proprietary Name: SDU-2200Pro

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-2200Pro is a mobile diagnostic ultrasound system. This system has flat linear
array, convex linear and sector probe with a firequency range of approximately 2 to 15
MHz. 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-2200Pro 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-2200Pro has been designed to meet the following voluntary and measurement
standards:

* IEC 60601-1 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 Adrinistration
9200 Corporate Boulevard
Rockville MD 20850

JUL 2 5 2006
Mr. Randal Walker
National Service Manager
Shimadzu Medical Systems
20101 South Vermont Ave.
TORRANCE CA 90502-1328

Re: K061637
Trade Name: Diagnostic Ultrasound System SDU-2200Pro, System
Regulation Number: 21 CFR 892.1550
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: 11
Product Code: IYN, IYO, and 1TX
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 Diagnostic Ultrasound System SDU-2200Pro, System, as described in your
pr'emarket notification:

Fr Da x%.1i.'.t
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Page 2 - Mr. Walker

Transducer Model Number

L040-075U VA13R-050U UBIOR-065U
L040-120U VA20R-035U EC I l R-055U

L040-120HU VA40R-035U 501 1-050U
L070-075U VA40R-035HU S017-035U
L072-05OU VA57R-0375WU S020-025U

VAH R-055U VA57R-03751HU
VA13R-035U TVIIR-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, 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 53 1-542 of the Act); 21 CFR 1 000-1 050.

This determination of substantial equivalence is granted on the condition that prior to shipping,
the first device, You Submit a postelearance 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 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 1 0(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 mnarketing your device as described inl your prenmarket
notification. The FDA finding of substantial equivalence Of your device to a legally marketed



Page 3 - Mr. Walker

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" (21CFRPart 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,

· tic /),,
Nancy C. Brogdon
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 1 of 20

510(k) Number (if known): 06 ( 37
Device Name: Diagnostic Ultrasound System SDU-2200Pro. 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 o _ _

Clinical Application A B M PWD Color Combined Tissue Other
Doppler (Amp/aide) Velciy ec~)*a* ni ~pc~~Velocity (S~oy' R~c ~ ecif~)

Doppler Imaging __lmaging

Ophthalmic
Fetal N N N N N N N N N

Abdominal N N N N N N N N

lntra-operative

(specify)
Intra-operative
Neurological
Pediatric

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

Neonatal
Cephalic

Adult Cephalic

Cardiac N N N N N N N N

Transesophageal
Transrectal N N 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

Conventional
Musculo-skeletal N N N N N N

Superficial

Other (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 TH[IS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence ofCDRH. Office of Device Evaluation (ODE)

x /1 ~~~~~~ /

Prescription Use (DivisioroSign-Offi' ,

(Per 21 CFR 801.109)4Division of Reproductive, Ahdorninal
and Radiological Dcvices

510(k) NuIMber _



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 2 of 20

510(k) Number (if knowx): __K ......

Device Name: DieotcUtaon ytmSU-2200Pro 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:

- Modeof etin_ __

ClnclApplication A B Ut PWD CD olr Pwr Color Combined r.ie Other
Dopple (Ampltude) Velocity (rpect~y) Ran.on gSpjfy)

Doplr mging c
Imaging

Ophthalmnic ____

Fetal 
____

Abdominal
Intra-operativ'e

(Spcif) __

Intra-operative
Neurological - - - __

Pediatric

Small Organ N N N N N N NN
(Specify)- -

Neonatal
Cephalic- -

Adult Ce ha/ic
Cardiac
Transesophageal ____

Transrectal
Transvaginal -

Transurethral-
Intravascular
Peripheral Vascular N N N

LaparoscopIC -
MuseuMo-skeletal NN N
Conventional-
Musculo-skeletal N N
Superficial

Other (Specify)__________

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

Other Indications or Modes:
*Thyroid, Testice.Bas

B/M, B/PWD, CFM(B)PD F()CMM

(PLEASE DO NOT WRITE EO il IECrlU O N~ AEI EDD

Coo;cu~ec .f CDRH. Office of Ocyic Evaluaion (ODE)

(Division Sign-Off)
Division of Reproductive, Abdominal.

Prescription Use ____________ and Radiolog~ical Devices

(Per 21 CFR 801.109) 5WO(k) Numb~er K by l2'



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page -3 of 2-0

510(k)Number(ifknown): 1< 4 v /6"1, -
Device Name :Diaznostic Ultrasound System SDU-2200Pro. 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:

________________ ~~~Mod of Operation
Cl mica!Application A B Mt P')CWD C olor10 Powe oo Cmie Tissu Ohe

flopper (Aniplaude)Vlcty tpc) Harmnic (Scfy

___________________ ~~~~~~~Doppler Im gn _ _ _ _ I gi g _ _ _ _ _

Ophthalmic
Fetal 

_ __

Abdominal
In tra -perative

IntIra -operative
Neurological

Pediatric
Small OrganN N NNNNNN
(Specify)N N NNNNNN

Neonatal
Cephalnc
Adult Cephalic

Cardiac
Trans esophageal

Transrectal
Transvaginal
Transurethral

Intravascular
Peripheral Vasculr N N N N N N NN
Laparoscopic
Muscuto-skelecal - N N N N N N N N
Conventional
Musculo-skeletal N N N N N N N N
Snperficial I
Others (Spe iy) _ _ _ _ _ _ _ _- - _ _ _ _ _ _ _ _ _

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

Other Indications or Modes:
*Thyroid, Testicles, Breast

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

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE [F NEEDED)
C fcrac cCDRH, Office. oDevice Evau.Jon. (ODE)

(Division Sign-Off)
Prescription Use (Per 21 CFR 801 109) Division of Reproductive, Abdominal,

and RadJiol()oijcat Dcv\iceC

0il(k) Nube



Ultrasound Device Indications Statement Page 4 of 20

510(k) Number (if known): 15 t6i 637
Device Name: Diaenostic Ultrasound System SDU-2200Pro. L040-120HU

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ultraound imaging or Doppleranalysis of the humanbody as follows:

____________ ~~~~Mode of Operation -_ __

Clinicl Application A4 B Al PWD! CWD Color, oe Color Cobined Tisse Ote
Doppler (Amplitade) Velocity (spec pfy) Harmonic (Se)

___________________ ~~~~~~Doppler Imagig Imaging
Ophthalmic
Fetal
Abdominal
Introa-operative
(Specify)-
Intra -op era tive
Neurological

Pediatric

Small Organ N N N N N N N N
(Specify)* _ __

Neonatal
Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular N N N N N N N -N
Laparoscopic
Musculo-skeletal I N N N N N N NN
Conventional
Musculo-skeletal - N N N N N N N N
Superficial
Others (Specif)

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-CONTIUE ON ANOTHER PAGE IF NEEDED)
Concrreceof CURB. Office ofDevic Evalution (ODE)

IC :

(Division Sigi-Off) -

Prescription Use _____________ Division of Rept-d ciVAbdrmna
(Pe r 21 CFRSO IO19) and Radiologicalj Dcvices

510(k) Number__CL d



Prescription Use (Per 21 CFR 801.109)

Ultrasound Device Indications Statement Page 5 of 20

510(k) Number (if known): 1<' 0' / 3a
Device Name Diannostic Ultrasound System SDU-2200Pro. 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 _ __ ____

ClinicailApplication A B MI PPf CWD Color Pow oo Cmie Thsue Other
Doppler (Ahmpliae) Velocity (Secify Harmoic (Speafy)

___________________ ~~~~~~Doppler I aig _ _ _ _ _ Im agig __ _ __ _

Ophthalmic 
_____

Fetal
Abdominal 

____

Intraz-operative

lntra-operative
Neurological
Pediatric 

_____

Small OrganN N NNNNNN
(Specify) N
Neonatal 

____

Cephalic

Cardiac
Transesophageal 

____

Transrecral
Transv~aginal 

____

Transurethral
Intravascular
Peripheral Vazsclar N N N N N N N N
Laparoscopic __ __ ____ _____

Musculo-sk-eletal - N N N N N N N N
Conventional
Musculo-skeleral N N N N N N N N
Superficial
Others (Specify) _ _ __ ___ -

N~new indication; PN 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)

(PL-EASE DO NOT WRITEBELOW TEHS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

(Division Si~n-Ofo
Division of Reproductive, Abdomninll,

Prescription Use and Radiological D v'___

(Per 21 CFR 801.109) 51ndk RNdolgibler s



Prescription Use (Per 21 CFRS80I.109)

Ultrasound Device Indications Statement Page 6f of 20

5 10(k) Number (if known) : K ( i 37 --
Device Name : Diagnostic Ultrasound System SDU-2200Pro. L072-050U

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:

________________ - ~Mode of Operation
Clinical Application A B U PD CWLD Color Powe Cor Combined Tamse Other

Doppler (Amplitude) Vdlocuy (Specify) Hason (Specify)

Ophthalmic
Fetal ____

Abdominal _ __

In Ira -operative
(Sp e c fv)

Intra -operative
Neurological
Pediatric
Small OrganN N NNNNNN
(Specify) N*N N NN N N

Neonatal
Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascu~lar IN IN IN N N N N N
Laparoscopic
Musculo-skeleta N N NN N N N N
Conventional
Mziscitlo-skelera

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

Other Indications or Modes:
*Thyroid, Testicles. Breast

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

(PLEASE DO NOT WRITE BELOW THIS LtNE-CONTINJE ON ANOTHER PAGE IF NEEDED)

Coocu..ne fCDRH Offi~.cieuc Evaluatio (ODE)

I L
Prescription Use (DvsoSinOf
(Pe r 21 CFRRC01.I.09) Division of Rcproductivc, Abdominm.,

Tmcl Radiolioc. d Dcvi-cc



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

510(k) Number (if known): ciq 1 43
Device Name: Dpiarnostic UtaonSystem SDb-2200Pro. VA! IR-055U

Fill out one form for each ultraound system or transducer.

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

- - ____ - Mode of Operation
Cl~iniclApplicatio A B M PWD CWD Color Powe oo Cotbimd Tsu Other

Doppler (A-plitude) Velocty (Specify)fl Hanronc (Speofy
Doppler Imaging Imaging ____

Ophthalmic
Fetal NNIT _ N N N N N
Abdominal _ N N N N N -N -N
Intra -operative
(Specify)
lntra-operative
Neurological
Pediatric NN N _ N N N N N
Small Organ
(Specify)*
Neonatal N N N N N -N
Cephalic
Adult Cephalic N NN N N NN .N

Cardiac N N N N N N N N
Trans esophageal
Transrectal

Transva.ginal
Tramsurethral 

_____

Intravascular

Laparoscopic
Musculo-skelezal
Conventional
Musculo-skeletal
Superficial

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

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

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concuroc of CDRH, Office of Devc Eval.u.to (ODE)

PrFesCript;c~ Use 1>(Division sigi-n
(Pevr 21 VFR 80110I Division of Reproductive, Abdom inil,

109) ~ ~~~~~~and Radiologic ii Dcvi CL

I 0(k,) N urihW 1t- o



Prescription Use (Per 21 CFR 801.109)

Ultrasound Device Indications Statement Page j8 of 20

510(k) Number(if known): /i / 37
Device Name : D1eisi lrsudSytmSU20Po A3R-035U

Fill out one form for each ultrasound system or transducer.

indications for use: Diagnostic ultrasound imaging or Doppler analysis of the humnnr body as follows:

Mod of Operation -

Clinical Applicaton A lPWf CWD Color Power Co/or Combined Tissu Other
Doppler (Amptiade) VelociY (Specify)" Harmnic (Speciy)

_________ _______ I I Doppler Imaging I.maig _ _ _ _ _

OphthalmicI II
Fetal NI N N_ N N N N N __

Abdominal N N N __ N N N N N
Intra-operative

(Specify)
Intra-operative
Neurological
Pediatric 

_____

Small Organ
(Specify)*
Neonatal 

_____

Cephalic
Adult Cephalic
CardiacNN N _ N N N N N
Tran-resophageal

Troasrectal 
_____

Transvaginal
Transurethral 

_____

Intravascular 
_____

Peripheral Vascular 
____

Laparoscopic
Muscvlo-skeleta
Conventional
Mwsculo-sketeial 

_____

Superficial
1Others LSZci 

_____

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-C0VMKUiE ON ANOTHER PAGE IF NEEDED)
C..,eac of CDRH-I Office of Deice Ev(aicODE)

(Division Sign4-Ofif
Division ofj Reproductive, Abdominal,

Prescription Use arid Radiologincal Devicces
(Por 21 CFR 801.109) 51( tk \Numhci - _



Prescription Use (Per 21 CFR 801.109)

Ultrasound Device Indications Statement Page -9 of 20

SI10(k) Number (if known):K 3
Device Name: Diacnostic Ultrasound System SDU-2200Pro. 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:

-Mode of Operation - ____

Clinical Application A B M PW CWD Color Power Color, obtd Tsu Other
D)oppler (Amplitue) Velocity (Spc)y)CHnnrn (ok

Doppler It"9Magn zgn _____

Ophthalmic
Fetal NINN _ N N N N N _

Abdominal NIN N _ N N N N N
Intraz-operative
(Sp e cify)
Intra -operative
Neurological
Pediatric

(specify)*
Neonatal
Cephalic

Adult Cephalic
Cardiac N N N N' N N N N
Transesophageal
Transrectal
Transvaginal
Transurethral

Intravascular
Peripheral Vascular _____

Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial

IOthers (Specify) _____ --

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

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

(PLEASE DO NOT WRITE BELOW T11iS LINE-CONTTINUE ON ANOTHER PAGE IF NEEDED)

Cocntc oCDRI-t Office of Deice Evaluado (ODE)

Prescription UseDiii 1 ofJordci.Ah, 1 ;;
(Per 21 CFR 801.109) iiid(k Radong~~1 cvc



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 10 of 20

510(k)Number(if'known): 14 oS / 6~3
Device Name: Diatmrostic Ultrasound System SEU-2200Pro. 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:

________________ - ~Mode of Operation -

Clinica Application A B M PWD1 CWD Color Power Color 7Cobmbnd Tisse Otr
Dplr (Amplitde) Velocity 4Specify)j Hamoi= tpciw

_________________ ~~~~~~~~Dopple, Imagig -__ __ _ I aing _ _ _ _

Ophthalmic
Fetal N NJN N N N N N _ _

Abdominal N N N N N N N N
Intra-operativ'e
(Specify)
In Ira -operative
Neuirological
Pediatric
Small Organ
(Specify)*
Neonatal
Cephzalic
Adult Cephalic
Cardiac N N N N N N N N
Trans esopha geal
Transrectal
Transvaginal
Transurethral

Intravascular
Peripheral Vascu~lar

_LEparscopic
Mutsculo-sk-eletal
Conventional

Musculo-skeletat
Superficial

IOthers (Specify) I ____

N=new indication; P= previously cleared by FDA; E3= added under Appendix 13

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

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHR PAGE IF NEEDEDI
Concu.. c of CDPk- Office of Device Eval1atio (ODE)

LZ ~~~~~~(Division Sign-Oft)
Prescription Use Division of Rcproductivc, A ,Hchrn i
(Per 21 CFR 8(1.09 and Radiological Dc G I

'510(k) Ntirn'x !I37



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

510(k) Number (ifknown): 1<6
Device Namne Dianenostic Ultrasound System S U-2200OPro. VA4OR-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
Clinical A B Al PWD! CWD! Color Po~r Color Combined Tisune O~ter
Application Doppler (Amplzitde) Velociy (Specqiy)"~ Haroic (Specafy)

D)OPPler Imagin Imagingz ___Ophthalmic
Fetal N NN _ N N N N N _ _

Abdominal __N N N _ N N N N N
Intra -operative
(Specify)
Intra-operative
Neurological

Pediatric
Small Organ
(Specify)*
Neonatal
Cephalic
Adult Cephalic

Cardiac____________ ________________ __________

Transesophageal

Trarnsrectal ________ _________

Trans vaginal
Transurethral
Intravascular
Peripheral Vascular

Laparoscopic
Mu~sculo-skeletal
Conventional
Muscu lo-skeletal
Superficial
Others (Specify) __________

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-cONTTNUE ON ANOTHER PAGE IF NEEDED)
Coocaecef CfRH. OfficeotfDevic Evud~i.z~~ (ODE)

Prescriptio)n Use ___________________ adRdooia Cy Adcmcn
(Per 21 CE-R 80an.109) 51,(k) Niimhcr 1



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 12 of 20

510(k) Number (if known): i/t~3
Device Name: Diaznostic Ultrasound System SDU-2200Pro. VA40R-035H-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:

Clinical A~M PWD - Mode of Operation - ____

Clinical A 8 Al PWD CWD Color power Color' Combined Tisse Other
Application Doppler (Amplitude) Velocity (specify)l armonic (specify)

Doppler Imaging Imaging ____

Ophthalmic
Fetal N NN N N N N N _

Abdominal N N N N N N N N
Intra -operative
(Specify)
Intra -operative
Neurological
Pediatric
Small Organ
(Specify)
Neonatal
Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral

Intravascular
Peripheral Vascular

Laparoscopic
Musculo-slceletal
Conventional
Musculo-skeletal
Supe~rfcial
Others (Secify) _____

N=new indication; P= previously cleared by FDA; E3= added under Appendix 13

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

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

CouicutucefCDRH-,OfficeofDcice Evalutio (ODE)

(DvsolSign-O 1Prescription Useoficrlicj 1 1

'21 CFR ROI. 0)L~dRI ~~iaIDv c

*;.0(k) Numb0 -. 1 M4 ((3



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 13 of 20

5 10(k) Number (if known) : 1<0 I 13 3
Device Name : Diamnostic Ultrasound System SDU- ~200Pro, VA57R-0375WU

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 - ~ ~~ ~~Mode of O peration - C l rC m i e is e-

Application Doppler M ht~mltde) Vlcit1:Cy CSpecify).. amnc ~eh
Ophthalmic
Fetal tN N N N N IN N N
Abdominal - N N N N N N N N
Intra-eperative
(Specify)
Intra -operative
Neurological
Pediatric
Small Organ
(Specify)
Neonatal
Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal
Transvaginal
Transurethral
Intravascular
Peripheral Vascular
Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial

IOthers (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)/CFM4(M)

(PLEASE DO NOT WRITE BELOW THS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
ConurrnceofCRH.Office oFDevic Evaluatio (ODE)

(Division Sign-Oft)
Div ision of Re producti'c Alck mmini,

Prescription Use I 1WRsidi~ok)4c-il Devi-
(Per 21 CFR 801.109) ()Nim ;$9(t 3§



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 14 of 20

51I0(k) Number (if known) : j~o ~
Device Namne Diaenostic Ultrasound System SDU-2200Pro. VA57R-0375HfU

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 M4 PWD') CWD) Color Power Color Combined Tisrue Odher
Application Doppler (Amtplitude) Velocity @SpecQiy)*4 Ilomnnc (Speaify)

_________________ ~~~~~~~~~Doppler lmag g lmaginz

Ophthalmic
Fetal N NN N N N N N
Abdominal N N N N N N N N
Intra-operative
(specifjy)
Intra -operative
Neurological

Pediatric
Small Organ
(Specify)*
Neonatal
Cep/halic
Adult Cephalic
Cardiac
Transesophageal

Transrectal
Traas vaginal
Transurethral
Intravascular
Peripheral Vascular

Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal-
_uperficial
IOthers (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)/CFM(M)

(PLEASE DO NOT WMiTE BELOW THIS LINE&CONTINUE ON ANOTHTER PAGE IF NEEDED)
ioCmrencc ofCDRH-, Office of Dcvce Evaluatio (ODE)

(Division Sign-OffQ
Prescription Use _________________ Division ot Recprodl tid c, clt't
(Per 2:! CFR 801.109) ~1) Radiological Devi;,s

5 10(k) N umber



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 15 of 20

510(k)Number (ifknown): ~ 0 1 63.
Device Name: Diagnostic Ultrasound System SDU-2200Pro, 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:

Mode of Operation
Cl inical Application A B Ml pH'! Cr!D Color Power Clr Combuned Tse OlePolo Tiz se Other

Doppler (Amphlde) Velocity (Specie) Harmonic fpeciA)
Doppler lmaging Inaging

Ophthalmic
Fetal N N N N N N N
Abdominal
Intra-operative
(Speci)
Intra-operative
Neurological
Pediatric

Small Organ
(Specify)

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 (Specifv)

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

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

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

(Division Sign-Oft)
Prescription Use Division le Rcproduclivc, .tM)d m1n1
K:r 21 CF7R So1.109) " - Rtlicdiol, DCVIt,

ii C)(k) _X r J O( O , -s I



Prescription Use (Per 21 CER 801.109)
Ultrasound Device Indications Statement Page 16 of 20

510(k) Number (if known): K 0i 1 137
Device Name : Diagnostic Ultrasound System SDU-2200Pro. UB IOR-065U

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 Aplication -Motk of Operation -___ ___

Climw Appfwlio A B PWD CWD Color Power Color Combied Tlssu Other
Doppler (Amplitude) Vedocq (Speafy)- Harmonc (Specafy)

Ophthalmic
Fetal

Abdominal
Intra -operative
(Specify)
Intra -operative
Neurological

Pediatric
Small Organ
(Specify)*
Neonatal
Cephalic
Adult Cepha tic
Cardiac
Trans esophageal
Transrecial N N N N N N N N
Tra ns vaginal

Transurethral
Intravascular
Peripheral Vascular

Laparoscopic

Musczilo-skeletal
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)/CFM(M)

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

Couecof CDRE, OMc of Dvia Evaluation (ODE)

<Divson /1R-rd!t

Prescription Use (Per 21 CFR 801.109) Md Rdi )( ,Ic ii



Ultrasound Device Indications Statement Page 17 of 20

5IO (k) Number (if known): K tI 1 13
Device Name : -Diannostic Ultrasound System SDU- 200ro, EC I l R-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 M PWD CWD C~olo Power Color Combined r~ te
Doppler (Amplitude) Velocity (Specy~).. amnc Seir

_________________ D~~~~~~~oppler, ~ gn Imaging _ _ _ _

Ophthalmic
Fetal NN N N N N N N N__
Abdominal
Into-operative
(Specify)
In hra-perative
Neutrological __________

Pediatric

Small Organ
(Specify)
Neonatal
Cephalic
Adult Cephalic
Cardiac
Transesophageal
Transrectal NN N N N N N N
Traruvaginal N N N N N N N N
Transurethral

In-travascular
Peripheral Vascular

Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Su er/icial

IOthers (Specif) _ _ - - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

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

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

(PLEASE DONOT WRITE BELOW THIS LNE-CONTINLE0ON ANOTHER PAGE IF NEEDED)
Concunece f CDRB_ Officeof Device Evaluaioc ODE}

Prescription Use (Per 21 CER 801.109) LC
(Division Sium Ofa

:; iof ~ Reprodu~ctiv( Ahdommnt



Ultrasound Device Indications Statement Page 18 of 20

5 10(k) Number (if known): .J(QA1L6( ~ 317>
Device Name Diapnostic Ultrasound System SDO-220OO'ro, Sol l-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:

PD-Mode of Operation --- ____

Clinica Application A B AdPW CWD Color Power Color Combined Tise Olr
Doppler (Amp/dude) Velocity (Specifr) Hronc (peiy

_________________ ~~~~~~Doppler Imaginglagn ____

Ophthalmic
Fetal
Abdominal N ___ N N N
Intra-operative
(Spec!f)
Intro-oluerative
Neurological
Pediatric N N N N N N N N N
Small Organ

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

Laparoscopic
Musculo-skeletal
Conventional
Musculo-skeletal
Superficial

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

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

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

1Crfltjiml &6;s (DiviSIIsio i~ O4 I)~~~~~' '02 o~~(f RL productive, A! ,corninal,
2 'l ZIlitioicIIDevices

Nurrh___



Prescription Use (Per 21 CFR 801.109)

Ultrasound Device Indications Statement Page 19 of 20

510(k) Number (if lenown) : 41 I,9 6 , (
Device Name: Diaanostic Ultrasound System SDU-2200Pro. SOI7-035U

Fill out one form for each ultrasound system or transducer.

Indications for use: Diagnostic ulo-asound imaging or Doppler analysis of the human body as follows:

-Mode of Operation --

Clinical Applictio A B Al PWD CWD Color Powe Color Combined Tsu te
Doppler (Amplitude) Velocity ISpec1f&). amoi to

Doppler ImagingImin
Ophthalmic
Fetal
Abdominal N N N N
Intra -operative
(Specify)
In Ira -perative
Neurological
Pediatric
Small Organ
(Speci y)
Neonatal
Cephalic
Adult Cephalic
Cardiac N N N N N N N N N
Transesophageal
Transrectal

TrnSurethral

Itravascular

Laparo"uscuopicta

Conventional
Musculo-skecletal
Superficial

Others (Spe iy I__ _ _ _ __ __I _ _ _ _ _

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

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

(PLE.ASE DO NOT WRITE BELOW THIS LINE.-CONTINUE ON ANOTHER PAGE IF NEEDEDi

Ccuncof CORK. Office of Deice Evaluation (ODE)

Prescription Use (Per 21 CFR 801.109) (Division Sigfl-Offt)
Divisionl of Rcprodu1Ctivc, A`iorni~l~l.
iind Rad.ioiogiCzIl Dcvice,



Ultrasound Device Indications Statement Page 20 of 20

5 10(k) Number (if known): '1 $
Device Name :Dialenostic Ultrasound System SDk -2200Pro. 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:

PD-Mode of Operation - ___ -____

Clincal Application A B PWD CWD Co/or Power Color Combined Tsu~e Other
Doppler (Amplitude) Velocity (Specify)- Harmonic (specify)

Doppler Imging _______ `Zin
Ophthalmic __________

Fetal
Abdominal N N N _ __ ___ N
lnlra -perative
(Sp ec ifv) _ _ _ _ _ _ _ _ _ _ _ _

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 VascIular _____

Laparoscopic
Musculo-skeletal
Conventional
Museculo-skeletal
Superficial
Others (Specify _____ _____

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

Harmonic Imaging

(PLEASE DO NOT WRITE BELOW THIlS LINE-CONTIUE ON ANOTHER PAGE IF NEEDED)
Concraie of CORH OfficeofDeic Ealato (ODE)

DiiiRa of0 R C IodChv Abdorninmi,
Prescription use n/ gic ''V 'i3___
(Per 21 CFR 20109 INunhcr I


