
DEC 1 5 2008

510(k) Summary

1.0 SUBMITTER IhNFORMATION

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: Don Karle

1.3 Date: July 2t?, 2008

2.0 DEVICE NAME

2.1 Proprietary Name: sarano

2.2 Common Name: Ultrasound Imaging System

2.3 Classification: Ultrasonic Pulsed Echo Imaging System
.. FR#- 8,92.15_6,Product Code:90-IYO

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

2.4 Predicate Device: Shimadzu Corporation sarano (K061641, Jul 14. 2006)

3.0 DEVICE DESCRIPTION
The sarano is a mobile diagnostic ultrasound system. This system has flat linear array,
convex and with a frequency range of approximately 2 to 15 M[Hz. It has B mode, M
mode, or in a combination of modes.
Also the sarano has two kinds of monitor; CRT and LCD. The former is standard
model and latter is optional model.



4.0 INTENDED USE
The sarano 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
The sarano 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)
* AlUM 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

Mr. Don Karle
Customer Service Manager
Shimadzu Medical Systems
20101 South Vermont Avenue DEC 1 5 2008
TORRANCE CA 90502-1328

Re: K082224
Trade/Device Name: Diagnostic Ultrasound System sarano, system
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulatory Class: II
Product Code: IYO and ITX
Dated: July 23, 2008
Received: September 22, 2008

Dear Mr. Karle:

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 sarano, system, as described in your premarket
notification:

Transducer Model Number

L040-120HU VA40R-035U L072-050U
L040-100U VA57R-0375WU VA20R-035U
L070-075U TV11R-055U VA57R-0375U

VAI 1R-055U EC 11R-055U VA57R-0375SU
VA13R-035U UB 1OR-065U



Page 2 - Mr. Karle

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 531-542 of the Act); 21 CFR 1000-1050.

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

If you desire specific advice for your device on our labeling regulation (21 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/sipport/index.html

If you have any questions regarding the content of this letter, please contact Paul Hardy at
(240) 276-3666.

Sincerely yours,

Joyce M. WhnPh.D.
Acting 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 15

510(k)Number(ifknown): JOQ ;,.
Device Name: Diagnostic Ultrasound System sarano. 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:

__l__ _c__ ApplcaMode of Operation
Clinical Application A B M PWD CWD Color Power Color Combined Tissue Other

Doppler (Amplitude) Velocity (Speco~,)** Harmonic (Specify)
Doppler imaging Imaging

Ophthalmic . _

Fetal P P P P
Abdominal P P P P
Intra-operative
(Specif)
Intra-operative
Neurological
Pediatric
Small Organ
(Spece) * _ _ _ _

Neonatal N N N N
Cephalic

Adult Cephalic '.

Cardiac P P P P
Transesophageal

Transrectal P P . P P

Transvaginal P P P P
--Transurethrat _ _ _ __ _ _ _ _ _ _

Intravascular

Periphm Vascular P P P P
Laparoscopic
Musculo-skeletal P P P P
Conventional

Musculo-skeletal P P P
Superficial
Other (Spec0')-

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

Other Indications or Modes:
· Thyroid, Testicles, Breast
· * B/M

(PLEASE DO NOT WRITE BELOW L-CO UE ON AnrB PAGE IF NEED]D)
CancunuicofCDORN Offioe offDvice EvB m (ODE)

(DIVISIOn SlCgri-Off} (Per 21 CFR 801.109)
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 2 of 15

510(k) Number (if known): K061641
Device Name: Diagnostic Ultrasound System sarano. L040-120HU

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:

__l___n_______lMO of Operation
ClinicalApplication A B M PWD CCWD Color Power Color Combined Tissue Other

Doppler (Amplitude) Velocity (Specify)**. Harmonic (Specify)
Doppler imaging imaging

Ophthalmic_
Fetal
Abdominal
Intra -operative
('SpeCify)
Intra-operative
Neurological
Pediatric '_
Small Organ P P P P
(Specify) *
Neonatal
Cephalic
Adult Cephalic ,
Cardiac
Transesophageal
Transrectal
Transvaginal
Tratnsrethral
Intravascular
Perphed Vascular ' P P P P
Laparoscopic
Musculo-skeletal P P p P
Conventional
Musculo-skeletal P P P P
Suerficial
Others (specify)
N= new indication; P= previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:
Thyroid, Testicles, Breast

· * B/M

(PLEASE DO NOT WRMIT BELOW TM UNE-(DNTrNUB ON ANOTHER PAGE IF NBEDID
CDaiuvims ofSiRn Office ,Davic Evarunton (ODE)

Pretscrilptio use_ _____
(Division Sign-Off) (Per 21 CFR 801.109)

Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number K0u 22f---.



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 3 of 15

5 10(k) Number (if known) : K061641
Device Name: Diagnostic Ultrasound System sarano. L040-100U

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 Operto
Clint cal Application A B M PWD CWDI Color Power Color Combined Tissue Other

Doppler (Amplitude) Velocity (Specify)" Harmoni (Specify)
Doppler imaging c

______________ ~~~~~~~~~~~~~~~~~~~imaging
Ophthalmic ____

Fetal _ _ _ _ _ _ _ _

Abdominal _ _ _ _ _ _ __ _ _ _

Intra -operative
(Sp e c iy)
Intra-operative
Neurological ____ ____

Pediatric ____

Small Organ
(Sp ec ify) * __ __ _ __ _ __ __

Neonatal
Cephalic _ _ _ _ _ _ _ _ _

Adult Cephalic__ _ _ __ _ ___ _ _ _

Cardiac _ _ _ _ _ _ _ _ _ _ _ _

Transesophageal __ __ _ _ _ _ _ _ _ ___

Transrectal
* Transvaginal ___

Transurethral____

Intravascular
* Peripheral Varcular - P P P P _ _

Laparoscopic ____

Musculo-skelktal - P P P P
Conventional._ _ _ _ _ _ _ _

Musculo-skeletal - P P P P
Superficial _ _ _ _ _ _ _ _ _ _ _ _

Other (Specif)
N= new indication; P=- previously cleared by FDA; E= added under Appendix E

Other Indications or Modes:
*.Thyroid, Testicles, Breas

(PLESE DO NOTrWRMEBELOW THIuN~lBaw~nmNUmO A)TR PAaEiF NEEDE)
Conwffmce af CDRK Office of Devce Evaluation (ODE)

Prescdpiow Use
________________________________ (Per 21 CFR 801.109)

(Diiislion Sign-Off)
Division of Reproductive, Abdominal and
Radiological Devices
510(k) Number __ _ __ _



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 4A of 15

510(k) Number (if known): K061641
Device Name : Diagnostic Ultrasound Svstemn sarano. 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 Operatiton
Clinical Application A B M PWD CWD Color Power Color Combined Tissue Other

Doppler (Amplitude) Velocity (Specify) ** Harmonic (S;pectfy)
- - -- - Doppler )~~~~~~maging _____Imaging ____

Ophthalmic____ 
____

Fetal ____

Abdominal____

Intra-operative
(Specify) ____

Intra-operative
Neurological__________

Pediatric
Small Organ
(Specify) *_ _ _

Neonatal
Cephalic _ _ _ __ _ _ _

Adult Cephalic ___ ___ __

Cardiac- - -- _ _ _ _ _ _ _ _ _

Transesophageal__ ______ ____

Transrectal
Tran s'agi al _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Transturothral__ __ ____

Intravascular
Peripheral Vascular __ L P _ ___ ____ P P
Laparoscopic ____

Musculo-skeletal - P P P P
Conventional
Muscudo~skeletal - P P - - P P
Superficial - - - -

Others(Sef) - -

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

Other Indications or Modes:
*Thyroid, Testicles, Breas

(PLEASE DO NOTWrrE BELOW THLIS LNECO UEON ANOTHERPAGEIF NEEDD))
CouiwmaruieofMQRHKOffic of DayiceEvaluaefo.(ODE)

~~pdonuse
(Pler 21 CPR Sol.,)

(DivviSion Siq'r,-Uflj
Division of Reproductive. Abdnminal and
Radiological Deic~
510(k) Numnber



Prescription Use (Per 21 CFR. 801.109)
Ultrasound Device Indications Statement Page 5 of 15

5 10(k) Number (if known):
Device Name: Diagnostic Ultrasound Svstem sarano. VAlI1R-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 Operto
Clinical Application A B M PWVD CWDI Color Power Color Combined Tissue Other

Doppler (Amplitude) Velocity (Sp.c6f)* Harmonic (Specify)
- - -- - ~~~~~~Doppler imaging Imaging ____

Fetal _P 1P _ _ _ __P P
Abdominal P P _ ___P P
Intra-operative
(Specify)___

Intra-operative
Neurological_____

Pediatric
Small Organ
(Specify) 

__ ___

NeonatalN NNN
Cephafic 

_ _ _ _ _ _ _ _ _ _ _ _

Adult Cephalic 
_ _ _ _ _ _ _ _ _

Cardiac - P P _ ___P P
Transesophiageal ________

Tranvsectal
Transvaginal - - -___

Transwrethral 
____

Intravascular
Perihera Vascular,
Laparoscopic ___ ___ ___

Musculo-skeletal
Conventional ___

Musculo-skeletal
Swqedflial_________

Others (Specify) _

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

Other Indications or Modes:

(PLEASE DO NOT WRMt BELOW TMI LINB.CON4TINU ON AnM40IE PAGE RNEHDB)
cancwrunce ofCDIW4 OfficeofDavice Evahtdon (ODE)

'~iptioni Use_________
hf21 CFR 801.109)

(viion sign-Off)
D Ivson of Reproducv boj~ n
510(k lialDvicesSaION Number



Prescription Use (Per 21 CFR 801. 109)
Ultrasound Device Indications Statement Page 6. of 15

510(k)Number(ifknown): K061641.
Device Name: Diagostic Ultrasound System sarano. VA13R-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
ClinicalApplication A B M PV/D CWD Color Power Color Combined Twisse Other

Doppler (Amplitude) Velocity (Specify)~ Harmonic (Specof)
- -- - - ________ ~Doppler Imaging _ _ _ __ imaging _ _ _ _ _

Ophthalmic _ _ _ _ _ _ _ _ _ _ _ _

Fetal _ P P_ _ _ _ _ _ _ P P _ _ _

Abdominal __ P P _ _ _ _ _ _ __ _ _ __ P -P _ _ _ _

Intra -operative

Intra-operative
Neurological ____

Pediatric _ _ _ _ _ _

Small Organ

(Sp ec ify)

Cephalic _ _ _ _ _ _ _ _ _

Adult Cephalic _ _ _ __ _ _ _ _ _ _ __ _ _ _

Cardiac -P P _ __ __ P P
Transesophageal _ _ _ _ _ ____ ____

Transrectal ___

Transyaginal__ _ ___ _ _ _ _ _ _ __ _ _ _

TYaUNWWthral ___

Intravascular _____ _____ _____

Peripheral Vascula 
________

Laparoscopic__ 
_ _ _ _ _ _ _

Musculo-skeletal
Conventional____
Muscudo-skeletal -- - - _ _______

Super~ficial 
___

Others c

N= new indication; P=- previosycerdby FDA, E= added under Appendix E

Other Indications or Modes:
**B/M

--E-E O OTWRITE E.OWT155UNE.CONTW4JEONAMNOTHER AO IFNMEED)
conmwam-e f CDR OffieofDmevieEvauation (ODE)

PisReg"Oo UNe
Nt 21 CPR801.9

Division Of ReProductive, Abdominal and
Radiologlcal Devices
5110(k) NUMber ______________



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 7j of 15

510(k) Number (if known): K06 1641
Device Name : Diagnostic Ultrasound System sarano. VA40R-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 M PWD CWD Color Power Color Combined Tissue Other
Application Doppler (Amplitude) Velocity (Spec6f)** Harmonic (spec5if)

________________ ________ ~~Doppler imaging _ _ _ __ imaging _ _ _ _ _

Ophthalmic__ _ ___ _ _ __ _ _ _

Fetal P P_ _ P P _ _

Abdominal P P P P _ _

*Intra-operative

Intra-operative
Neurological__ _ _ ___ _ _ _ _ _ _ _ _

Pediatric__ _ _ ___ _ _ _ _ _ _ _ _

*Small Organ
(Sp e c fy) _ _ _ _ _ _ _ _ _ _ _

Neonatal
* Cephalic__ _ _ __ _ _ _ _ _ _

Adult Cephalic__ _ _ __ _ _ _ _ _ _

Cardiac _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Transesophageal _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Transrectal__ _ _ __ _ _ _ _ _ _ _ __ _ _ _ _ _ _ _

Transvaginal____
Transurethral__ _ _ _ _ _ _ __ _ __ _ _ _

Intravascular ________

Periheral Vascular _ __ _ _ _ _ _ _ _ _ _ _

Laparoscopic ____ ____ ____

Musculo-skeletal
Conventional ________

Museiulo-skeletal

Others 6S),cif) -

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

Other Indications or Modes:

(PLASE DO Nor WRM MUML THIS L8A4B.OHTnWE ON ANOPTIE PACE I NEEED)
Cnmxwrme of CDWH Office of Davice Evaluption (ODE)

Prescipton Use
(Divis ) ~~~~~~~~(Nr 21 CFR 801.109)

Division of Reprod(UCflv, Abdominal and
Radiological Devices ,

510(k) Number 20L~



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 8 of 15

510(k) Number (if known): K061641
Device Name: Diagnostic Ultrasound System sarano. 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:

______________ ~~Mode of Operto
Clinical A B M PWD CWD Color Power Color Combined Tissue Other
Application Doppler (Amplitude) Velocity (Specify)~ Harmonic (Specify)

- - - - ~~~~Doppler imaging Imaging _____

Ophthalmic__ _ _ __ _ _ __ _ _ _

Fetal _ P P _ _ _ _ _ _P P _ _

Abdominal __ P 1P _ _ _ _ _ _ __ _ _ _ P P _ _ _ _

Intra-oiperative
(Secify)__

Intra-operative
Neurological _ _ _ _ ____ ____

Pediatric
Small Organ
(Specijfy)*
Neonatal
Cephalic__ _ _ __ _ __ _ _ _

-Adult Cephalic_______

Cardiac ____

Transesophageal________

Transrecial
Transvaginal _ _ _ _ _ _ _ _

Traftsurethral ____

Intravascular
Peripheal Vascular___
Laparoscopic_____

Musculo-skeletal
Conventional____

Muscaulo-keletal
Superficial - - - - - -_ _ _ _ _ __ _ _

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

Other Indications or Modes:

**B/M

"PLEAE DONOT RITEBELOWTHI IN.(NINEON ANOTHEPACE IF NEEE)
Coneu~num of a)RR OfficeofDwvioEvzhauitnm(ODE)

Prescripfion use--

_________________________________ (Per 21 CFR 801.109)

(Divsion Sign-Off
Division of Reproductive, Abdominal and
Radiological Devices ~~
510(k) Number I



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 9 of 15

510(k) Number (if'known): K061641
Device Name: Diagnostic Ultrasound-System sarano. 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:

Mod of Operation
Clinical Application . A B M PWl) CWD Color Power Color Combined Tissue Other

Doppler (Amplitude) Velocity (Sp e ify)' Harmnonic (Specify)
_____Doppler imaging _____imaging ____

Ophthalmic__ _ __ _ _ _ _ _ _ _ __ _ _ _ _ _ _

Fetal- P P - - _ _ P P _ _

Abdominal _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Intraz-operative

Intra -operative
Neurological ____ ____ ____

Pediatric__ _ ___ _ _ _ _ _ _ _ __ _ _ _ _ _ _ _

Small Organ
* (Specify)*

Neonatal
Cephalic _ _ _ __ _ _ _ _ _ _ _ _ _ _ _

A d ult Ce haic_ _ _ __ _ __ _ _ _ _ _ _

Cardiac __ _ _ _ ___ _ _ _ _ _

* Transesophageal __ ___ _ _ __ _ _ __ _ _ __ _ _ _ _

Transrectal _ _ P P __ _ __ _ _ _ P P _ _ _ _

Transvaginal __ P P __ _ __ _ _ _ P P
Transu~reth~al ___ ___

Peripheal Vascular ___ ___ ___

Laparoiscopic ____ ____

Mussculo-skeletal
Conventional ____ ____

Mw2culosbkeltal
Superficial _ _ _ _ _ _ _ _ __ _ _

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

Other Indications or Modes:
**B/M

(PLEASE DO ]OT WRMT BELO~w TM1 LD4BILCONTfl NU ! ANOTII PACE IPNEMEDB)
Conoimunce of CMRN Offic, o1 Dvice Evsluston (ODE)

(ivis! g1.of (Per 21 CFR 801.109)

Division of ReProductive, Abdomninal and
Radiological Devices
510(k) Number I-IV______



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 1 0 of 15

510(k)Number(ifknown): K061641
Device Name: Diagnostic Ultrasound System sarano. 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:

______________ ~Mod of Operation
Clinical Application A B M PWD CWD Color Power Color Combined Tissue Other

Doppler (Amplitude) Velocity (Specify) Harmonic (Specify)
Doppler imaging _____imaging ____

Ophthalmic__ _ _ __ _ _ __ _ __ _ _ _

Fetal . P P_ _ _ _ _ P P _ _

Abdominal _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Intra-operative

Intra-operative
Neurological _ _ _ _ _ _ _ _ _ _ _ _ _ _ __ _ _ _

Pediatric__ _ __ _ _ _

Small Organ

t'Speclf)*
~Neonatal
Cephalic_________
Adult Cephalic_______

Cardiac________
Transesophageal _ _ __ _ _ _ _ _ _ __ _ _ _

Transrectal __P P_ ___P P
Transvaginal _ P P _ ___P P
Transurethral _ _ _ _ _ _ _ __ _ _ _

Intravascular
Peropheral Vascular _ ____________

Laparoscopic _ _ _ _ __ _ _ _ _ _ _ _ _ _ _ _ _ _

Musculo-skeletal
Conventional
Musculo-skeletal

1Superficial_____ _____

IOthers (Specify,) - - - - -

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

Other Indications or Modes:
B* /M

(PLEAE DO NOT WKIE Em.OW THT 10E-CO~rftMU ON ANOThIa PAGE IF NEEDE)
Cowammne of CDWH O0fic of Device Evaluatio (ODE)

(Division ign-Oto ~~~~(Pe 21 CFR 801.109)

Division of Reproductive, Abdominal and
Radiological Devices j
510(k) Number T\C) PYd2L



Prescription Use (Per 21 CFR 801. 109)
Ultrasound Device Indications Statement Page 1 1 of IS

510(k)Number(ifknown): K061641
Device Name : Diagostic Ultrasound System sarano. UB IlOR-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:

________________ ~~~Mode of Operaton
Clinical Application A B M PVWD CWD Color Power Color Combined Tissue Other

Doppler (Amplitude) Velocity (Specify)~ Harmonic (SpecjFy)
________________ ~~~~~~~~Doppler imaging iaig ____

Ophthalmic ____ ___

Fetal
Abdominal
Intra-operative

Intra-operative
Neurological
Pediatric.____

Small Organ
(Spec6f)*
Neonatal
Cephalic________

Adult Cephalic ____

Cardiac ____

Transesophageal ___ ________

Transreetal IPA P. I___ P ___

Transtirethral _______

Intravascular ____

Peripheral Vascular _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Musculo-skeletal
Conventional
Musculo-skeletal
S up rficial_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Othrs, (Speci/jP) - - -

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

Other Indications or Modes:
**B/M

(PLEASEDO NOTarVTE LOW THIS LNECONTIWENUOHANOTHERPAGE IFNEEDED
ConcurmnoofaCMHOffieceoftDeijceEvahzion(ODE)

_____________ ____________Prescription Use
Sign-Off) ~~~~~(Per 21 CFR 801.109)

Division of -Reproductive, AbdoMInal and
Radiological Devices
510(k) Number __ __ __ __ _



Prescription Use (Per 21 CFR 80 1.109)

Ultrasound Device Indications Statement Page 12 of .1 5

510(k)Number(ifknown): K061641
Device Name: Dia~ostic Ultrasound Svstem saranio. 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 Operato
Clinical'Applicaltion A B M PWD') CWD Color Power Color Combined Tissue Other

Doppler (Amplitude) Velocity (Spec6)** Harmonic (Spec6f)
________________ ________ ~~Doppler ma ng _ _ _ __ imaging _ _ _ _

Ophthalmic__ _ _ __ _ ___ _ __ _ _ _

Fetal__ _ _ __ _ _ _

Abdominal ____ ___

Intra-operative

Intra-operative
Neurological
Pediatric ____

Small Organ P P P P
(Sp ec ify) *_ _ _ _ _ _ _ _ _ _ _ _ _

Neonatal
Cephalic
Adult Cephalic ___ ___ ___

Cardiac__ _ ___ _ _ __ _ _ _

Transesophqgeal ___ ___

Transrectal _ _ _ __ _ _ _ _ _ _ _ _ _ _ _

Transyaginal____

intravascular
Peripheral Vascular I P P _ __P P
Laparoscopic
Musculo-skeletal - P P P P
Conventional__ _ _ __ _ _ __ _ _ _

Muscudo-skeletal
Superficial - - - - -

N=now indication; P- previously cleared by FDA, E' added under Appendix E

Other Indications or Modes:
*Thyroid, Testicles, Breast

**B/M

(I'LEASE DO NOTWaRrBBELOIW THIS L2IB- ~ONUE04AM11HEPAUE IFNEEDED)
Cmioufface of CDRH. Office odDevio. Evajunion (ODE)

4L9~~~~~~~- ~~~gjwcipdaw Use_______
(Division Sign.Off) (Per 21 CFR 801.109)
Division of Reproductive, Abdominal and
.Radiological Devices
510(k) Number P~



Prescription Use (Per 21 CFR 801.109)
Ultrasound Device Indications Statement Page 13 of 15

510(k) Number (if known): K061641
Device Name: Diagnostic Ultrasound System sarano. VA20R-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 Operon
Clinical Application A B M PWD CW#D Color Power Color Combined Tissue Other

Doppler (Amplitude) Velocity Se(y Hnaic (Speify)

_______________ ________ Doppler im aging _ _ _ _ _ _ _ _ ~im aging

Ophthalmic _ _ _ _ _ _ _ __ _ _ _

Fetal - P P _ _ _ _ _ _P P _ _

Abdominal __P P ____P P ____

Intra-operative
(Specify)__ __ _ _

Intra-operative
Neurological _ _ _ _ __ _ _ _ __ _ _ _

Pediatric__ _ _ __ _ _ _ __ _ _ _

Small Organ
(Specify) ____

Neonatal
Cephalic__ _ __ _ _ _

Adult Cephalic _ _ _ _ _ _ _ _ _ _ _ _

Cardiac- P P1._ P P ___

Transesophageal _ _ ________

Tranffectal _ _ _ _ _ _ _ _ _

TransvaA'inal ____

Trntret hral _ _ _ _ _ _ _ _ _

Intravascular__ _ _ _ _ _ _ _ _ _ _ _ _ __ _ _ _ __ _ __ _ _ _ _

Peripheral Vascular ___ ___ ___

Laparoscopic___________ _ _ _

Musculo-skeletal
Conventional ___ ___

Musculo-skeletal
Supericial__ ___ _ __ _ _

Others (Specify) - --

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

Other Indications or Modes:

(PLEASE DO NOM WRffEBD.OW0 THIS CONB-tTlNE ON ANOTWE PAGE nINEMME)
Concuica of DWE Offiae ofDeviceEvaluaton (ODE)

Precrpfion Use
(Per 21 CFR 801.109)

(Division Sign-Oft)
Division of RepmdUcdve, Abdominal and
Radiological Devices 4/
51 0(k) Number ,'v'



Prescription Use (Per 21 CFR 801.109)

Ultrasound Device Indications Statement Page 14 of 15

510(k) Numnber (if known): K06 1641
Device Name : Diagnostic Ultrasound System sarano. VA57R-0375U

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 0peration
Clinical ~A B M PWD CWD Color Power Color Combined Tissue Other

Application Doppler (Amplitude) Velocity (Specify)" Harmonic (Spec6()
Doppler imaging imaging

Ophthalmic____

Fetal PP P P __

Abdominal P P __ _P P. _ _

Intraz-operative
(specify) - _ __ _ _ __ _

Intro-operative
Neurological__________

Pediatric__ _ _ __ _ _ _

Small Organ
(Specifv)* _ _ _ _

Neonatal
Cep haic__ _ _ _ _ _ _ _ _

AdultiCephalic_________
Cardiac- - -- - _ _ _ _ _ _

Transesophageal ___ ________

Transrectal
7ransvaginal___ _____

Tranlsurethral__ _ ___ _ __ _ _ _ _

Intravascular__ _ __ _ _ _ _

Periheral Vascular _ __ _ _ _ _ _ _ _ _

Laparoscopic ___

Musculo-skeletal
Conventional
Musculo-skeletal
Sitperficial______

Others(Secify) - - -

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

Other Indications or Modes:
**B/M

(PLEASE DO N(YrWRM BELOW T= LIB.CPTDU ON ANOTME PAGE IFNEED=D
Conmum'm ofCD iiOfficeatf~avice Evalugaio (ODE)

Prescription Use
(Per 21 CFR 801.109)

(Divisidn Sign-Off)
Division of Repoductiv, Abdomninal and
Radiological Devices
510(k) Number_____ ______



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

5 10(k) Number (if known):
Device Namne: Diavnnostic Ultrasound System sarano. VA57R-0375SU

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 M PWD CWD Color Power Color Combined Tissue Ole
Application Doppler (Amplitude) Velocity (Specify)I Harmonic (Speciy5)

__ _ _ _ Doppler Imaging _ ____ imaging _____

Ophthalmic _ _ _ _ _ _ _ __ _ _ _

Fetal _ N N N ___

Abdominal N N N N _ _

Intra-operative

Intra-operative
Neurological__ _ _ _ __ _ _ __ _ _ _ _

Pediatric ____

Small Organ

Nleonatal
Cephalic _ _ _ __ _ _ _

Adult Cephalic
Cardiac__ _ __ _ _

Transesophageal________
Transrectal. ___ ___

Transvaginal____
R wisurethraL _ _ _ _ _ _ __ __ _ _ _ _ _ _ _ _ _

Peripheral Vascular _ ____ ______

Laparoscopic ____ _ _ _ _ _ _ _ _

Musculo-skeletal
Conventional ____

Musculo-skeletal
Superfickil__ ___ _ __ __ _ _

Others (Specify) - - - - -

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

Other Indications or Modes:

(PLEASE DO NOTrWRrITBELOW TIS UNE-CONTNEON ANOnhERPAGE IF NEEDEBD)
Conctzrucg fCDREOffice of DevicEvaluaton (ODE)

Pzesaipliofl use
~~~~~~ ~~~~~(Per 21 CFR 801.109

(Divisio Sign-Of
Division of Reproductve, Abdominal and
Radiological Devices
510(k) Number N)(~ teot~a


