
HITACHI
Summary of Safety and Effectiveness

Device Description
The Hitachi HI VISION 900 Diagnostic Ultrasound Scanner is a Track 3 Diagnostic Ultrasound Pulsed
Doppler and Pulsed Echo Imaging System capable of the following operating functions:

* BMode * MMode

* Pulsed Wave Doppler · Continuous Wave Doppler

* Color Flow · Amplitude Doppler

* Harmonic imaging a Superficial musculoskeletal imaging

* 3D imaging

Safety
As a Track 3 ultrasound device, the Hitachi HI VISION 900 Diagnostic Ultrasound Scanner complies
with the Standard for Real-Time Display of Thermal and Mechanical Acoustic Output Indices on
Diagnostic Ultrasound Equipment (1992) - published by NEMA as UD-3.

With respect to limits on acoustic outputs, the Hitachi HI VISION 900 Diagnostic Ultrasound Scanner
complies with the guideline limits set in the 510(k) Diagnostic Ultrasound Guidance - Revision:
April 14, 1994.

With regard to general safety, the Hitachi HI VISION 900 Diagnostic Ultrasound Scanner is designed to
comply with IEC 606601-1 (1998) Medical Electrical Equipment, Part I - General Requirements
for Safety.

HITACHI Medical Systems America, Inc.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

'4,JC Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

DEC 2 1 2006
Mr. Douglas J. Thistlewaite
Manager of Regulatory Affairs
HITACHI Medical Systems America, Inc.
1959 Summit Commerce Park
TWINSBURG OH 44087-2371

Re: K063518
Trade Name: HI VISION 900 Diagnostic Ultrasound Scanner
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: II
Product Code: IYN, IYO, and ITX
Dated: November 20, 2006
Received: November 21, 2006

Dear Mr. Thistlewaite:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the HI VISION 900 Diagnostic Ultrasound Scanner, as described in your premarket
notification:
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Page 2 - Mr. Thistlewaite

Transducer Model Number

EUP-13514 EUP-F7531 EUP-S50
EUP-C514 EUP-L53S EUP-TC3
EUP-C532 EUP-L65 EUP-U533

EUP-CC531 EUP-053T EUP-V53W
EUP-CV524 EUP-0L334
EUP-ES52M EUP-R54AW-19. -33

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 1000-1050.

This determination of substantial equivalence is granted on the condition that prior to shipping
the first device, you submit a postclearance special report. This report should contain complete
information, including acoustic output measurements based on production line devices, requested
in Appendix G, (enclosed) of the Center's September 30, 1997 "Information for Manufacturers
Seeking Marketing Clearance of Diagnostic Ultrasound Systems and Transducers." If the special
report is incomplete or contains unacceptable values (e.g., acoustic output greater than approved
levels), then the 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 10O(k) number. It should be clearly and
prominently marked "ADD-TO-FILE" and should be submitted in duplicate to:

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

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.
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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 at
(240) 276-3666.

Sincerely yours,

)rf Nancy C. Brogdo
Director, Division of Reproductive,

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

Enclosure(s)
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DI-AGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION 900

Intended use: Diagnostic ultrasound imagig or fluid flow analysis if the human body as follow~e
Clinical Application MOd or Oper-ation

General Specific B M PWD CWrD color Combined* Other t

(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)
Ophthalmic Ophthaimic _____

Fetal TN - N T N N N
Abdominal Na N Na Na Na Na Na
Intra-operative (Spcc.) Nb Nb Nb Nb Nb ~ Nb
Intra'operative (Neuro.T
Laparoscopic N N N N N N
Pediatric _ N N N N N N
Small Organ (SPec, -Nd Nd INd Nd Nd Nd
Neonatal Cephalic N N N N N N

Fetal Imaging Adult Cephalic N N IN N N N N
& Other 'fransrrectal Nh Nh INo Nh Nh Nh

TW;=s-vaginal RNf if INf NE Nf Nf
Trans-urethrsl

Mu~csculo- `e(Cmnvnt. N F TV -N N ~ N
Musculo-skeL(Super~c.) N N N N N N

Intra-lumninal _ _ _ _ _ _ _ _ _

____ ____ ____ Other (spec.)-
Cardiac Adult N N N N N NN

Cardiac Cardiac Pediatric N N N N N N N
Trnejsophagea jad.) Ng~ Ng Ng N Ng fNg

____ ____ Other pec-_ _ __ _ _ __ _ _ _

Peripheral eripheralvessel N N N N N N N
Vessel Other (pe.- - - ___ _______

N = new indication, P previous indicastion
tCombinatiori ofeach operating mode, B, Mv, FWD, CWL) and Color Doppler.
"*Amplitude Doppler, Harmonic Imaging and 8D Imaging.

Additional Comments:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal. organs and structures

(including amniocentesis).
Subscript'b"b: Includes imaging of organs and structures e~cpoeed during surgery

(excluding neurosurgery an Waacpc rcdrS),
Subscript "0t Includes thyroid, parathyoi, betsrumpnis.
SubscIt "d" Includes thyroid. parathvroid ,breast, scrotum, penis And imagig for guidance of biopsy.
Subscipt _'o' Includes imagung orgiance of transroctal biopsy.
Subscript "f': Includes imagn bs udn.o tasaia ipy
Subscript'g"; Far pediatric patients.
Subser t"h"' Includes imarin for aiace o tranerectal i

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Off)
Division of Reproductive, Abdomial ET

and Radiological Devices

510(k) Number: 00D13ti -

(Divgion Signw-Off-) r ~
Division of Reproductive FAbdominal,
ar'l Radiological Devicesle r 6e~
51 kMiNumber, _________ _____

Prescriptioo Us. (Per2l CFRS801.109)

159-I RUM$'0d aGO-1. BVO!'0EI E1V SW1A~S~ Ien!Pon I91!~H-1UOJi suezv:zl 906-



DIAGNOSTIC ULTRASOUND INDICATIONS FOR TLTS]n FORM
Syaltam: HI VISION 900
Tranydlucer: EUW-B514

Intended use: Diagnostic ultrasound imagine or fluid flow analysis if th human hody as follows:
Clinical Application Moeof Oper-ation I

Generaf S~pemcifi M PWD) (;WD Color Combinod* Other"
(Track I only) (Tracks I & III) Dopl__Sec__pe.
Ophthalmic bphthalm~c - - - Dplr (pt Se.

Fetal P P _P P 2 P
Abominal Pa- Pak _V* ___ Pa Pa Pa.

I'traivo(Neuto.)

Pediatric
SmallOrgan(TS pcc- - -- ____

Fetal Imaging Adult Cephalic- - -

& Other Trans-recwl- 
_____

Trans-va' al--
Trans-urethral-
Trasesh non-Crd __

Muse Ilo-skel. CSupric.EY-_____

_________ Other (pee. _ __ _

Cardiac Adult
Cardiac Cardiac Pediatric-- _ _ _ - ______ ______

Tbran brel(card.) 
______

Periphcral Pern heral vessel
Vessel Other spec-

N ne indcatin, Pprevious indicatin-_______________
t Conabination of each operating mode, B, M. PWD and Color Doppler.
~Amplitude Doppler and Harmonic Ima~gi

Additional Comments:
Subscrit "';: Includes imaging for guidance opecteosbpyofabdominal organs and struictures

Uincluding amniocentesiasY
Subscript Lbw; Includes linagingz of organs and stru~ctum reexosed during surgery

(Texcluding neurosurgear and laparo-scoie protedurs).
Subscrpt ct nclude thyrid a-rathyroid, brent, scrotum. peods.
Subsrip "d: Iclues byrid.ParathyrId breast, scrotm, penis and imaging for zuidance of biopsy.SLubcrt : Includes Imaging for guidance Of tranerectal biopay.

Subscript"!: Includes imaging for guidance of transvaginal biopsy.
Subscrpt 'g:For peditri aients.
Subscit "h" Inldeimin for guidance ffas~tiip

(PLEFASE, 10noT HT EO~IfN-OnU ANOTHRF PAGE IF NEEnED)
Concurrence of CDRH, Office of Dlevice Evaluation (ODE)

DionSlo sg-Om
Division of Reproductive, Ab~dominal, ENT.

and Radiological Devices

51000) Number:

(Division Sign-Off)
Division of Reprodiitive, Abdominal,
and Radiological Devicesynt4 t
510(kN Number A

Nrescrption Use (Per 21 CFR 801. 109)

l68-:1 OZO/SO0 d 380-1 6V106950331+ eDl11AWV S1WA8SAS Ifl!PGl qNM!H-WDI~ W2EZL 90BLI~



DIAGNOSTIC ULTRTASOUND INDICATIONS FOR USE FORM
System; Eli VISION 900
Transducer: EUPCOI14

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if th human body an follows:
Clncal Applicto Moeof 0peration

General SPcic B M PWD CWl) Color Combined t Other"
(Track I only) (Tracks I & III Dloppier (SPeC.) (Spec.)

3phthMalei ophthalmic- - -

Fetal, P PF f i P
Abdominal Pa Pa Pa Pa aP
Inttraoperative S cc.)

Laparoscopic
Pediatric P P 1' P p P

sms a ea. Pd -IrP Pd __ Pd PdI Pd

Fetal Imaging Adult Chalic _ _ _______ ___

& Other Tranarrectal ____ _ _ _ _ _ _ _ _ _ _ _ _ _

Tran-rtrl________

Tran asp nnCrd)_
Musculo-skel. (Convent;J__
Musculo-skel. VSuperfic.) ________

Intra-luminal

C r iac Adult _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
Cardiac Cardiac Pediatric ____

T a s sohaffeal (card.) _ _ __ _ _ __ _ _ _ _ _ _

___ ___ __ il71 cr(S ipoec__ _ _ __ _ _ __ _ __ _ _

Peripheral gneriperlvessel~____
Vessel her (pec. ______ ______

N = new indication, P = previous indication
*CombinatLionL of each operating mode, 3, M, PWVD and Color floppier.
~Amplitude Doppler, Harmonic Imaging andi SD Imaging.

Additional Comments:
Subscrip t "a': Includes i agigfor guidance of percutaneous biopsy of abdominal organs and structures

(including amniocnei)
Subscript'le": Includes imagzing of organs and structures exposed during surgery

(excluding neurosurgeryr and laparoscopic procedures). ____________

Subsorint 'c': Includes thyroid. parathyroid. breast, scrotum, peni.s.
Subscript "d' Include thyroid, parathyroi, ~breast, scro'tum, penis and imaging for guidance of biopsy.
Subscript "&': Includes iangfr guidance of tranarectal biopsy.
Subscrit 'ft: Include imgigr guidance of tranavaginal biopsy.
Subscript Wr: For pediatric patients.
Sulmerit -".: includes imagn for uidance of tranaredtal bio sy

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-GM
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510OOC Number: 1.~/k

(Divso inOf
DiviSion of Reproductive, Abdominal,
and Radiologieal Devices /t')
510(k) Number ____________

Pres-cription Use (Per2l CFRSO01.109)

I88-J OZ/GO0 d 880-1 9266#LOSGO + C~JUVswOlsAS ti~~p'I qlPj!H-wcid W'eWZi D6-1



DI-AGNOSTIC ULTRASOUND INDIGATTONS FORL USIS FORM
System: HI VISION 900
Transducer; EUP-C532

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if th human body as follows:
Clinical Application mode ot Operation 63 m _ie__Other

General Specific W TF PWD CWD Color Cobnd Ote*
(Track I only) (Tracks I & III) __ Doppler (Spec-) (Spec.)

OphthlmicOphthalmic t___

Fetal
Abdominal PA pat PA PA PA PA
Inraoer. oc.) PF PF Pbi Pb Pb Pb
Int-ra-operative (Netro-.) _____ ______

Laparoacopic
Pediatric P P P P P P
Small Organ (Spec.) P'd I'W P'd PPd d -Pd
Neonatal Cephalic P P P P P P

Fetal Imaging Adl ehlic _ ___

& Other Tr n'e tl_ _ _ _ _ _ _

T'rans-vagtal ____

Tran s-urethral _____

Trans-ceo Ih. (nonrCard.) _ ___________

M-useulo-skel. (Convent. ___

Mueculo-skel. (Sup erifcj i____

lIntra-Thrainal _ _ _ _ _ _ _ _ _ _ _

_________ I Other (speci _ __ _

Cardiac Cardia Pediatri _____

Peripheral Peripheral vessel lV ' P P P _____

Vessel Other (spec.) _ _ _ _ _ _ _ _ _ _ ______

N = new indica ion, P = previous indication
*Combination of each operating mode, B, M4, PWD and Color Doppler.
-Amplitude Doppler and Harmonic Imaging

Additional.Comments&
Subscript la,": Inclue iMagg~ gianc of percutaneous biopsy of abdominal organs and structures

(including amniocntsi)
Subscript lb"m: Incl.des imagigof organis andstruture exposed during surgery

(exluin neuosurgery and laaocpcprocedures).
Subscript '"e" Includes thyroid. parathyroid, breast, scrotum. penis.

Subcrpt"d Iclde th=ipArathyroid. hreast. scrotum. penis and imaging for gpidance of biopsy.
Subscript se":Icue mgn guidance of trana-setal biopay.
Subscript "f': Includes imaging for guidance of tranavaginal biopsy.

Subsript"g" For pediatric patients.
Subscrip lI' ncludes ima inj for guidmnce of trarnsrectal biopsy

(PLESE D NO WRIE ELOW hIS INECONTNUEON ANOTHER PAGCED TV NEEDED)
Concurrence of ODRHI Office of Device Evaluation (OnE)

(Division Sign-Off)
Division of Reproductive, Abdominat ENT.

and Radiological Devices

510(k) Number: v ,

(Diviszton sqn O(ft)
Divsivin of R5innodulctive, Abdominal,
ane R~drNovmca; Devices Vf/ cj
51 0(k) Nsmber _______ ______

Prescription Uso (Per 21 CFR 80 1,109)

(58-J OZO/IO d 880-1 ffOSSOGES(+ E31GU 85WO5ES JEDIpSVI lipflB!H-Wojd Ul90-L-fl



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: lii VISION 900
Transducer: EUP-CC531

Intended use: Diagnostic ultrasound imagig or fluid flow analysis if the human body as follows;
Clinical Application Mode of Operatio _____

General Specific B M FWD CWD Color Corebined Other"*
(Track I only) (Tracks I & III) __ - Doppler (Spec.). (Spec.)

Fetal __ _ 'p p
Abdominal ____

I cc.) ____atie (Spec.)

Intrax-operative (Neuro.) ___

Laparoacopic
Pediatric
Small Organ (Spec.) -

Neonatal Gophalic
Fetal Imaging Adult Cephialic ______

& Other Trans-rectal Pe Be Be Pe Fe Pe
7ransrvaginal Pf __f_ Pf i'f Pf Pf
T ran s- r t r l_ _ _ _ _ __ _ _ __ _ _ _ _ _ _ _ _ _ _ _

Trana-Ms .(on-Card.)___ _T______

Musculo-slel. C~onvent.
Musculosakel. (Superfic.) _____________

Intel-lumiim

* Other (Spec.) _____ ______

Cardiac Adult ____ _____

Cardiac Cadac Pediatric _____

orhasclcad

Peripheral e ea vessel _________________

Vessel Other (spec.-
N = new indication, F = previous indication
*Cminto of each operating mode, B, M, PWD and C~olorlDoppler.

Pinmplltude Doppler and Harmonic Imaging

Additional Cotmments:
Subscript na: Includes imaq _ng for gidance of percutaneous biopsy of abdorninal organs and structures

(including micnei)
Subscript "bT : Includes imaging of organs and structures exposed uis surgery

texcluding neurosturgazy aind laparoscopie procedurs)
Subscript Ya: Includes thyroid, paratbyroid. breast. scrotum,_penis.
Subscript"t : Includes thyroid, paratbyroid. lbnaet, scrotumn, penis an mgn lrgiac of biopsy.
Subscript e'~: Includes imaging for guidance of transrectal biopsy.
Subscipt TI: Includes imaging for guidance of tranavaginal biopsy.
Subscit ( For pediatric patients.
Subecn t "bl:' Inoludee imaging for guidance of transrectal. biopsy

Concurrence of ODEHI Office of Device Evaluation MOE)

(Division Signi-O
Division of Rteproductive, Abdominal. ENT,

and Radiological Devices

310(k) Number; 3t

(Division Sig n Off) 7
Division of Reproductive, Abdominal,
and Radiological Devices P
510(k) Number r1

Prescription Use (Per 21 CER 80 1. 109)

I6e-~ O0~0/0Od RE9-i 16FL08960821+ E0Jw SWIA IEDIP'M 11fl1HH-UiOI UJCl~tZ 90-BL-09O



DIAGNOSTIC ULTmA8OUND INDICATIONS FOR USE FORM
System: HI VISION 900
Transducer: liUF-CV824

Intended use: Diagnostic ultrasound ima gigor fluid flow analysis if th human body asfollows:
Clinical Applicto Mode of Operati-on

GeneraIlpcii B M IPWD CWD Color Combined' Othe~r=
(Track only) (Tracks I & ID) ___ Doppler (Spec.) (Spat.)

-t~s~nrophthalmic -____

Fetal P PI __ _ _ _ _ _ _ _

Abdominal V P P P____ P p
Intra-oper a v (S ec.) _ _ _ _ _ _ _ _ _ _ _

Intra-operaItive(I W ro.)
IAparoscopic E -E ---____ ______ _____Pediatric P p Ip P P P___

SalaD Organ (Spec) P P IP Ip p p I

Fetal Imaging Adult Cephalic - - - _____

& Other Trans-rectal - - - - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Trans-vaginal - - - - ____

T'rans-urethral
T1ansesoh. nonCard.)-
Musculo-ikel.(Convent.
MuscglorskeJ. (Superfti.)--
In arluiia

"her pec.)
- ~Cardiac Adult - - -

Cardiac Cardiac Pediatric - - -

Tranaresophageal (card) - -

Ot~her 5p~ee_.Y---
Peripheral PT ~hern a1 ~ l_ _ _ _ _ _ _ _ _ _ _ _ _ _

Vessel pc
N a new indication, P = previous indicaToiC
t'Combination of each operating mode, B, M, PWD and Color Doppler.
"Am~plitude Doppler, Harmonic Imaging and 3D Imaging.

Additional Comments:
Subscript W: Includes imaging for guidance of eruaoubipyfAbdominal organs and structuree

(includin arnniocaotesis).
Subscripit, '?Icueimgnatranadstructuras exposed during surgeny

(excluding neurosurgery and laparoscoopie procedures).
Subgcriot '": Includes thyroid, parathyod breast, scrotum. penis

S .bcrn 'd: Includes thyrid, naratbyvroid. breast, scrotum, penis and imaging for guidane o ip
auscit "s: Inclues Imgn o udnce of transrectaL biopsy.Subsoi tT:includes itagna fr dceof tranava abia

S~ubsrp Ir: Foripediatricapatiepty.

Subscflpt "I: Inldsiaigfr udneo rnntal biopsy.
(PLEASE DO NOT WRrI'JE BELOW 7Tits T.TNE-XNI'NTUNJE ON ANOrrHICR PAGE flT NEED)ED)

Concumnee of CDR`H, Office of Device Evaluation (ODE)

(Division Sign-Offi
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

51000 Numlber: .. Kd...e -1

Division of Reproductive, Abdominal,
and Radiological Devices
51 0(k) Number ____________

Prescription Use (Per 21 OFE 801.109)

iLBB-d OZO/BO d E80-I BvLOEaBOB81+ B3!IQIUVY SW9ISAS IeD!PAV( I4De1HH-W0Ji Iiesp:l S06lI6



DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE rORM
System: 1HI VISION 900
Transducer: EUP*ES52M

Intended use: Dignostic ultrasound ima gigor fluid flow analysislifth human body as follows1
Clinical Application Mode of Operation _____

General Specific 13 M PWD OW Color Combined* Other**
Trrack I only) (Tracks I &. III) __ Doppler (Spec,) (Spec.)
Opt hal d h h ln i - _ _ __ _ _ _ _ __ __ _ _

Abdominal
IS2n ratve (Sec.L ____________

I operatvs s.)- - -_

Laparoscopio
Pediatric
Small Organ (Spcc.) _ _

Neonatal Cephalic
Fetal Imaging Adult Cehlic _____

& Other T'rane-ec=
Transrvaginal
Trans-urethral

MuIsculorakel. (Superfic.i
Intradiuminal
Other (Spec.) - - - -_____

Cardiac Adult
Cardiac Cardiac Pdarc- - - - _____

Tras'sopaaal(card.) P P P P - P P P
_________ O ther (spec.) _ _ _ _ _ _ _ _ _ _ _ _ _ _

Peripheral Periphrl vessel _____

Vessel Other sApec.
N=ne Pniain =r previous indicatin

t Combination of each operating mode, 13, M. PWD, CWD and Color Doppler.
5 Amplitude Doppler

Additional Comments:
Subscript "a'! Includes Inagigi gdnce oftpercutancous biopsy of abdominal organs and structures

Lincluding amnoetss) __________

Subscript "h': Includes imaging of oreans Aan structures expos~ed during surgery
(excluding neuroaurge!y and lapeoaeopic procedures).

Subscript "c": Includes throd prthyroid. bres srtum. pnis.
Subscript "d:Includes thriprtyodbessrtm pei and imaging for gotidaneobis.
,Subscrp t, e Includes imaging for guidance of tranorectal biopsy.

Subscrpt "ItInqludes,, imgn for guidance of tflnsvagjnsli biopsy.
Subscrp Vg.For peda clpatients.
Subscript "'h": Includes imagine for guidanc of tranarectal biopsy.

(PLEAS DO NOT w~jrITEBELOW THjS LINE"CONTIU ONAu3 AE IFNEEDED
Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-OW-
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(h) Number:_ _____

(Division Sign-Off)
Dwvision of Reproductive, Abdominal,
ann Radoiolnqical Devices

5 ~ ) Nlu mnber _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Prcsariptdor U4cc (Pcr 21 CFR 80 12 09) Io

l688~ OZ00OlGA SSO-l 6#10E260881+ P3;J9wv sMenS I0!P'Ol q09)IH-WOJ~ U1E8:2 90-61-flPO



DIAGNOSTIC ULTRASOUND INDIfCATIONS FOR USE FORM
System: III VISION 9O0
Transducer: EF-F53 1

Intended use: Diagnostic ultrasound ima gigor fluid flow analysis i otb uman body asfollows:
Clinial Application Moeo prton _____

General Specific WB M~ PWI C Color C0m-bined" Other'TracklIoni-) cc.)s&Tl __
(TrackmI pTralcnsc I- - - Doppler (Spec.) (Spe.

Abdominal -F P pppp
Intri-perative (Spc.) b P bP Ph Pb
Intraxoperative (NoUX0.)-
La-paroscopic-
Pediatric F F " -P P P
Small Orga a(Spec.) 1Pc- LK PC - PC PC Po
NeonatalCephalc __ __ P - p

Fretal Imaging dulCephalic
&Other Trn-rectal _P F p 2Ž p

Trans-vaizinal -F P El p P p
Trans-urethral - -_____

'frns-~nlj~n-CardJ - _____

M= Mloonvent. ___

Mu culo-skel. (Su vedo. -

Cardiac cardiac Pediatric ___________

Tr esobagineal (card.) _ _ _ _ _ _ _ _ _ _ _ _ _

___ ___ __ O i e rs p e E Y _ _ _ __ _ _ _ _ _

PeihrPer re rip eraleselt P pP
Vessel Ote pen -

N mnow indication, P a previous indication
"Combination of each operating mode, B, M, FWD and Color Doppler.
"'Amplitude Dloppler andi Harmonic Imaging.

Additional Cjrmmeats!
Subscript "a": Includes imagin fo 'uiapeoe of percutaneous biopsy of abdominal organs and structures

(including am~nioeto~suils)
Subscript "b': Includes imaging of organs and structures exposed duig surgery

(excluding neurosutrgery and laparoscopic proredure)
Subscript '"C: includes thyroid. varathyvroid, breast, acrttum.l enis,.
Subscript"'~ Includes thyroid, parathyroid, rat crtm ei and imaging for guidanceo ipy

Suscit "e nldsimaging for &Mdance of transrectal opsy.a
Subscript "f': Includes limaging for guidance of trariavaginal biopsy.
Subscript' "A:Frpdiatric patients.
Subsci?.t "hi": includes ima'ing for ui~danc ft-seoabipy

(PLEASE DO NOT WRimfr BEO HSUN-O3NT ON ANOT R PAGET NPFEDE
Concurrence of OfliRli Office of Device Evaluation (ODE)

(Division Sigwa-QiD
Division of Reproductive, Abdominal. ENT1,

and Radiological Dlovices

610(k) Number: K i3 I&

(Dwhsison Sign-Off
C~VS!Of of Reproductve, Abdominal,

aDM Rad;.3loicaiga Devices iA
519(k Number

Prescription Us: (Pci 21 CFR 801-109)

L6B-d Gi/M d tBO-I Bfl0696E~EI+ uDij6wV sW5usiAS jE!pAq !qaeflIH-Woi UJ13WZ( Oel



DIAGNOSTIC ULTRASOUNDl INDICATIONS FOR UJSE FORM
Syatem! HIVISION 900
Transducer: EIW-L5SS

Intended use: Diagnostic ultrasound ima gigor fluid flow analysis ifthe human body as follows:
Clinical Application Mode ot Operation _____

General Specfc B M PWD CWD Color Combinod* Other"*
(Track I only) (Tracks I & III) ____Doppler (Spec.) (Spec.)

Ophtaliic'Ophthalm-ic
Fetal
Abdominal Pa Pa Pa Pa Pa Pa
Intraxoperative (S cc.) ______ _____

Laparoscopic- -- ______ _ _____

Pediatric P P 1
Small Organ (Spec.) Pd *TC Pd __ Pd Pd Pd
Neonatal Cephalic

Fetal Imaging Adult Cephalic-
& Other Tranrectal

Trans-vaginal
Trans-urethral
Trans-esoph. (non-Card.) _ _

bvusculo-skeL. (Superfic.) P P P - P I p P
Intra-luminal- - _ _ _ _ _ _ _ _ _

Other (apec.) - -

CardiacAdult- - - -

Cardiac Cardiac Pediatric ________

Tranis ge~ al (card.) _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Peripheral Pern heral vessel P P __ P ~ P F
Vessel Other (spec. ______ _____

N = new indicti. on, P = previous indication
*Ccimbinatdon of each operating mode, 13, M. PWD and Color Doppler.
'Amplitude Doppler, Harmonic Imaging and 3D Imaging,

Additional Comments:
Subscript "a': Includes imaging for guidanceof percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Subscript 'b': Includes imaging of organs and structures exposed during surgery

(excluding neurosurgery and laparoacopic procedures).
subc it 'C: Includes thyroid. parathyroid. breast, scrotum, penis.

IucIpt' "::e Includes thyroid. yarathyvrbid, breast, srtm ei and imaging for guidance of biopsy.
Subcrpt "e~Includes imaging for guidance of tran]rcT~al bipsy.
Subsori t 'ft Includes ima in"or danco of transvagial biopsy
Subscnte '": For pediatric patients.
Subscript "h': Includes imaging for enidanceotanrclbopy

(PLEASE DO NOT WRITEBE~LOW HIES UINE-CONTINE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDLUI. Office of Device Evaluation (ODE)

(Division Sign-OfD
Division of Rteproductive, Abdominal, EN'T,

and Radiological Devices

5 10(k) Number;T cod ti8--

MiDsion Sign-Off)
; 2<tison f eprocductive. Abdominal.

o, L~twa eviceS L Ot 5
P-rescuption Usc(Pcr2l CFR3l 8l109)
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DIAGNOSTIC UTLTRASOUJND INDICATIONS FOR UJSE FORM
System: HI VISION 900
Transducer: EU-P-1,S

Intended use: Diagnostic ultrasou nd imaging or fluid flow analysis if the human body as follow,:
Clinical Application Mcd of Orabion

General specific B rtr PWD CWl colo -Co0mbinedt Oter-w(Track I only) (Tracks I St I) __ Dopplter (Spec.) (Spec.)
Ophthalmic Ophthli - -______

Ab'dominal _____ F_ ~ P r _ _

Iaxtra-operati~ve (Spec.) ___

Lap arsc aep ic
Pediatric P ? 'P P p
Small Organ (SpecJ, -F r r ____ Pc c
Neonatal Cepai

Fetal Imaging Adult Caophai 
___

& Other Trans-rectal- -

Tfrana-vaginal- -

Trans-urethra)

Muscuo-ske. Conent. P P P P P ~ P
Muecuo-skl. (Sperfc.) T 3?P

Ca-rdiac Adult- --

Cardiac CadaPeiti- - - _____

Pe~phe~Periperlvssal T r - -
N = new indicat ion, F = previouw indication - -_____

'Combination of each operating mode, B, M, PWD and Color floppier.
"Apitd floppier and Harmonic Imaging.

Additional Comments:
u-bacipt "a: Includes imagngforgiac of perautaneous biopsy of abdominal orgasndtrcue

- -- (~includin anocne
-Subbscmrpt " Includes imaigo ras n tutrs exposed during surgery

(excluing nieurosurgery and lapazosacopic procedue.
S5ubucript "'c¶ Includes thyroid. parathvroi.bescrtmpms

Subsript"d':Incldestyri parhyid breaskb scrotumn, penis and imagingL fo udance of biopsy.
Subcrit "": ncldesimeging for gruhiance of tranerectal biopsy.

Subscript 'f:Indludes ~imaging Ior guidance -of tranivainal biopsy.
Subscribt "gl- For pediatri pten
Subacr t"l:Includes imaifo idneftaseclbosy

Concurrence of CDIUI, Office of Device Evaluation(O )

(DiW-vis-ion Sign~-OfOb
Division of Reproductive, Abdominal, ENTP,

and Radiological Devices

510(k Number: )

Division of Reproductive. Abdominal
and Radiological Devices l

b1OCyk) NuLimbe r ____ ______

Prescription Use (Per 21 CFR 801.109)
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: HI VISION 900
Transducer: EUTF-053T

Intended use: Diagotic imaig or fluid flow analis if the human body as follows:
ircal ApphIct,, Mode of Operation

General Specific B M PWI CWD olor Combmbed * Other**
(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)

ohthmi¢ ' c Ophthalmic
Fetal
Abdominal '
ntra'operatie (Spec.) Pb Pb Pb Pb Pb Pb

Intra-operative (Neuro.)
LaParoseopic ,

Small Organ (Spec.)
Neonatal Cephalic [

Fetal Imaging Adult Cephalic
& Other Tranr-rectal

Trans-vagmial
Trans-urethrl
Tran-eoh(o-Cr.I
Musclofse...Coenvent. . ) '
Musculo-skel. (Superflc.)
Intra-luminal
Other (spec.) . ...
Cardiac Adult

Cardiac Cardiac Pe iatric ,
'rans-esohageal (card.)
;Oth ( spec.)

Peripheral - Peripheral vessel
Vessel Ot e spec. ______ ______

N = now indication, P = previous indication
· Combination of each operating mode, B, M, PWD and Color Doppler.
t*Amplitude Doppler and Harmonic Imaging.

Additional Comments:
Subscript "au: Includes imagine for guidance of percutaneous biopsy of abdominal organs and structures

(ncluding amniocentesis).
Subacript "b": Includes imaging of organe and structures ewooed dunn s urgery

excluding neurosurgery and laaroscopic procedures,
Subscript 'c": Includes thyroid, earathyroid. breast. scrotum, penis.
Subsrip 'd nclu d e t oidparathvroid, breast, acretutm, perd~. and imaging for gfuidance of biop sy.
Subscript ': In-u-desimaging f or guidance of transrectal biopsy.
Subscript "E': Includes imaging for guidance of tranavaginal biopsy.
Subscript 'g": For pediatric patien.
Subscript "h' Includes imaging for guidane of tranSctal biopsy. '

(PLEA SE DO NOT WRTTE BETOW THIS LIME-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of ODRH, Office of Device Evaluation (ODE)

(Division Sign-OC)Y
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510o(k) Number: 3( 1 #'

(Dwision Sign-Off)
Division of Reproductive, Abdominal,
a'i Radioloqical Devicey/.g./w
fj• )mm heberi . " U O - ,"

Prescription Use (Per 21 CFR 801.109)
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DIAGNOSTIC ULTRASOUND INDICATIONS rOll USE FOR1M
System: HI VISION 900
Transducer: EUP-0L334

Intended use: Diagnostic ultrasound imaging or fluid flow analysis if the human body as follows:
Clinical Application Mode of Operation

General Specific B M PWD CWD Color Combined* Other**(Track I only) (Tracks I & Ill) Doppler (Spec) (Spec-)
Op hthalmic' Ophthal{mic - - ____ _____

Fetal
Abdominal
Intra-operative (Spec.) --

Intra-operative (Neuro.) - -

Laparos~copic P P P P 1P PPediatric - -____
Small Organ (Spec.)
Neonatal Cephale.

Fetul Imaging Adult Cephalic
& Other Trane-rectal

Trans-vasial
Trans-urethral - -_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
Trans-esoph_ (non-Card.
Muoculo-skel (Convent.)
Muscute-skei. (Superfic.)
Intra-luminal
Other (spec.) -

Cardiac Adult -Cardiac Cardiac Pediatric
Mrans-e ophageal (card.)

·_ _ _ _ Other (sp ec. - - - - _ _ _ _ _ _ _ _ _ _ _

Peripheral Peripheral vessel
Vessel Other (spec-.

N = new indial ion, P = previous indication - - _ ___ _____

*Combination of each operating mode, B, M, PWD and Color Doppler.
"*Amplitude Doppler

Additional Comments:
Subscript a": Includes imaging for guidance of.percutaneous biopsy of abdominal organs, and structures

(including ampiocenteei&.
Subscript b : Includes imasing of organs and structures oxposed durng surgery

( exluding nourosureer,/and lprsempoeue)
Subscrpt I": Includes thyroide parathyroid r breast. scrotum, pens.
Subscript "dt; Includes thyroid, parathymrid. breast, scrotum, penis and-imaging fr ,uidance of biopsy.
Suscript "e": Includes imaging for guidsnce of transrectalbiopsy.
Subscript otf Includes imaging for guidance oftransvaginal biopsy.
Subscript "g": For pediatric patients.
Subscritt"h"; Includes imagina for enidance of trasrectal biopsy.

(PLEASE DO NO? WRITE B ELOW THIS ITNE"CONTINUR ON ANOTHER PAGE TF NEEDFD)
Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-WO
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510r)N~umber: K l 3 /

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

~~}1(Y ststaj Dvices

Presciption Use (Per 21 CFR 80. 109)
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
System: El VISION goo
Transducer: EUP-1RS4AW- 19, -33

Intended use: Diagnostic ultrasound ima gigor fluid flow analysis if the human body asfollow&:
Cliia Application Mo-daet oOperation

General Specific 13 M PWD CWD Clr Combined* Other'
(Track I only) (Tracks I & III) Doppler (Spec.) (Spec.)

Ophthvdxnic Ophthalmic - _____
Feta _ _ _

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

Laparoscopic,_______ _______

Pediatric _____

Small Organ (Spec.) ___ ________

Neonatal Cephalic- _ _ _ - _ _ _ _ _ _ _ _ _

FetalImaging pdul Uepali

Trano-urethral
Transesoph. (non-Card.) _______________

Musculo-skel (Convent.
Musculo skel. (Superfic.) _ _ _ _ _ _ _ _ _ _ ______

Intrarlurninal _ _ _ _ _ _ _ _ _ _ _

___ ___ ___ ___ O ther (ap c)_ __ _ _ _ _

Cardiac A ut_ _ _ _ _ _ _ _ _ _ _ _ _ _

Ca~rdiac Cardiac Pediatric _ ___

ITrans-espaeonl (ad) ________ _________

O~~~1 ther (spo _ _ _ __ _ _ __ _ __ _ __ _ _

Peripheral gPe-hernsd el__ ____I

N =new indiction, 1P = previous indication
*Conmbinatio,, of each operating mode, li, M, .PWD and Color Doppler.
**Amplitudc Doppler and Harmonic Imaging.

Additional Commenits:
Subscript "a': Includps imaging for nidance of perctutanieous biopsy of abdominAl organs and structures

(including amniocentesis).
Subscript "b': Incldes imaging af organt and structures exposed during surgery

(excludinE neurosurzery and laparosoopic procedures).
Subscript "C": Includes thyroid, paratbyrid, breast coupns
Subscript `d"; Inceludes thyroid, parathro, brast, coupnsadiaigfrgiac of biopsy.
Sbsibcript "e": Includes imaging for guidance of transrectal biopsy.
Subscript Y! Includes imuaging for guidance of trarnrvaginal biopay.
Subscript "s": For pediatricpatients._
Subscrp "h": Includes imain for eiance0 otrn RIca bic ay

(IPLEASE DO NOT WRIEBEO Tl TAIT.TECONIrNUE ONQ ANOTHERRPG IF NEEDED)
Concurrence, of CDRE, Office of Device Evaluation (ODE)

(Dwiviion Sign-Off)
Division of Reproductive, Abdominal, ENT,

and Radiological Devices

510(k) Number:_ ______

Proscription Use (Per 21 CFR 801-109) _____
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR IJ55 FORM
System; Hi VISION goo
Transducer: EUP-S50

Intended use; Dia~nosric ultrasound imagig or fluid flow analysis if th hua oya olWs:
Clinical Application Modef Operatio

General Specific B PWD CWD color CJombined' Other**
(Track I only) (Tracks I & II)Dope (Sc. (pc-Ophthaln bph~ahncDplr (pc) (pc

Abdominal Pe a P Pa Pa -Pa Pa

aposcopic-
Pediatric - ______

Smal Orgn (Spec,)
Neontll Cephalie

Fatal Imaging Adult Cpalic P P P P P p p
&Other TarctLI

Trana-urethl- 
_ ___

TraneoI,(oad)-

Intr-ufa

Cardac Adult i' - r 7P
Cardiac Cardiac Pediatric 1' 1 P I~ p

Peripherals ~ ffea PWarPdP
Vesl Other (apecJ _± - - ______ ____________

N =e ndicati onthP = pre'vious indication- 
____ _____*Combination of each operating mode, 3, M, PWD, CWD and Color Doppler.

'Apmplituadc Doppler, Harmonic Imaging

Additional C-Drmenta:
Subscript "a": Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

infui amniocentesis).

Subsriptc~ Icluds throid parthyrid, reat, scrotum, penis.

Subs rip "e Inc ude im gin for cuidance of tranavractal b uiops
Subscrip 't Includes imaging for guidance of transaral bipsy.

Concurronce of ODRHB, Office of Device Evaluation (ODE)

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

and Radiological Devices

510(k) Number; 1< O13&9

-fReproductivfp. Abdomrinal,

Prescription Use (Per 21 CFR 801.109)
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DIAGNOSTIC ULTRASOUJIfl INDlICATIONS FOR USE FORM
System: mI VISION 900
Transducer: EUTP-'rcs

Intended use: Diagnostic ultrasound ima gigor fluid flDW analysi.Sif the humanbod as follows:
Cliia Application Mode of Operation-

General Speciiec B M PWID CWD Color Comb-ined' Other*t
(Track I only) (Tracks I & 11)0 ___ Doppler (Spec.) (Spec.)

OphthlmicOphthalmic
Fetal
Abdominal ______

Intra-operative (Spec.) ___________

Intra-operative (Nouxo,)- _______

Inparoacopic - -______

Pediatric- __ ____

Smdll Orga (Spcc.) - - ____ ________

Neonatal ephalic
Fetal Imaging Adult Cephalic _____

&Other Trans-rectal- - _____ ___________

T)rans-vaginal -_____

Transrurethral
Mras-so . _onard.~

mutculo-skel, Superfic.J__
Intra-luminal- - _____

____________Other (spec.)- - _____ ______

Cardiac Adult P
Cardiac Cardiac Pediatric - - P ____

Trnsesophageal (card.)
___________ Other (spec.) -______

Pcriphera ripljperal vessel P __________

Vessel Other sp ece-c ___ ___ ___

N = new indication, P = previous indication
'No combination modes

"No other modes

Additional Co~mments:
Subscript "a": Includes imagring for guidance of percutaneous bip fadm Iorasadsrcu

(including amniocentesis).-
Subscript ITb Includes imaging of organs and structures exoposed, during surgery

(excludnnersreyadap soi prcdrs).
Subscript "'IC: Inldsthyroid, parathyroid. breatcotm pens

Sbcript 'd:Icudes thyroid, parathyrciA betcot, ~nis and imaging for guidance of biopsy.
Subscrt "e": include: imayng for guiane of ttransrec~tal biopsy-

ubolt"t Includos im or anc of trwanvagial biops
Subscript "g' Forpeitcpaens

Subsdgt h:Include i:Lping for guidance of tranarsctal bips.
(Pst LEASE Do NOT WREITE BELOW THI~S LINE-CONTFINUE ON ANOTHER PAGE U' N~lED)

Concurrence of CDRH. Office of Device Evaluation (ODE)

(Division Sign-OW-
Division offHeproductive, Abdominal, ENT,

and Radiological Devices

51000 Number: 01( C?_~

(Division Sign-Off)
Division of Reproductive, Abdominal,
and Radiological Devices

Prescription Us,! (Per 21 CFR 80 1.109) . 3kNubr ______________
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DIAGNOSTIC UJLTRASOUIND INDICATIONS FOR USE FORM
System: HlI VISION 900
Tranducer: EUPVU53a

Intended use: Diagnostic ultrasound imagn or fluid flowanalyis ifthe human body asfollows:
Cfl -%Apphicatio-A Mode of Operation

Ceneral 9peciic fl M" TWD CWD1 Color Combined* Other'*
(Track I only) (Tracks I & HII) D___- foppier (Spec.) (Spec)
-pthalmrc Opthalric:

Abdominal -- _____

Intra-oncrativo (S ec.) __ ___

Intrwoperative (Neuro-)

LapoCop ic -- ______

Fetal Imaging Adult Cephalic
& other Tran-rectal Ph -Ph Ph -Ph Ph Ph

Trumuvasop. nol -____rd_

Musculo's el.,(Superfic.) ___ _________

Intra-luminal - _ _ _ _ _ _ _ _ _

CadicAdult;
Cardiac Cardiac Pediatric -______

Trans-aso haetard]________
Peiperl Other (Spec.)

Vessel Other (spec. - -

IN anew indicaition. P0 = previous indication
'Combination of each operating mode, B3 M, PWD and Color Doppler.
~~Amplitude Doppler and Hlarmonic Imaging.

Additional Comments:
Subscript "at Includes imaging for guidance of percutaneous biopsy of abdominal organs and structures

(including amniocentesis).
Siubscript b'$t Includes imaging of organsand structures exposed during surgery

(excldig neurosurgery anid laparoacoic procdures).
Susript'c"o: Includes tyrod aahyidbrast, scrotum, renis.

Subscript "d"! lncludes thyroidparAihyoi, breast, crotum.penisgend ima -gigfor guidanceof biopsy.
Suscrt 'e` Includes iMagig for idceotrnetlbopy

SusrPt ":inudes mgn o guidance of transvaginal biopsy.
Subscript "g For pedatipaens
Subecri? t "h': Includes ma MOr.gufridance of transtectal biopBy.

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-OW_
Division of Reproductive, Abdominal, ENT.

and Radiological Devices

510(k) Number:rot' -

Siqn Oil) e Ahdominal

Prcscriptioo Us,, (Per 21 CMR 801.109)
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DIAGNOSTIC ULTRASOUND INDICATIONS FOR USE FORM
system: IHI VISION 900
Transducer: EUThJV5SW

Intended use: Diagnostic ultrasound imagig or fluid flow analysis lifthe human body as follows:
Clinical Application Mode of Operatin_____

General Specific XFM PWD OWD Color Cobingbcd* OUther t '
(track I only (Tracks I & III) - - Doppler (Spec.) (Spec.)

Ophthinn:Ophithalmic
I~~~etsl - P P P p F F

Abdominal- _ _ _ _ _ _ _ _ _ _

Intra'operative (Spec.) ___

Intra-operative (Neuro.) ___

Lap arosecopic
pediatric
Small Organl (Sec. ___

Neonatal Cephalic
Fetal Imaging AutCpai

& Other Tran-reta'lc Pe Pe Pe I Pe Pe Pe
Trana-vaina Pf PfElf PI pf
Trane'uethral- -

Musculo-skel.Spefc

Intra-lurninal
Ote(peo-
Cardia A~dult _________

Cardiac Cardiac Pediatric - _____

ohazeal (card.)______
_______ Other - -_pe__

Ferip heaIe l v s e _ _ _ _ _ _ _ _ _ _
Vessel Other sapec. - - -

N =new indicat ion. P = previous indication
'Combination of each operating mod4, fl, M, PWD and Color Doppler,
**Amplitude Doppler, Harmonic Imaging and 3D Imaging.

Additional (}Jmmenta:
Subscript "a": Thudeg ima'ging for g'4ance of percutaneous biopy of abdominal organs and structures

aicudn amniocentesis)I
Subscript "b': Includes imaging of organs and structures exposed dluring surgery

(excluding neuroaurgzery and laaroacopic procedures.
Subscript "c': Inlue thyvroid, parathyroid, breast, scrotum, penis.

Subsrip'?: ncldes thyroid, paratbh id. breast, scrotum, penis and imaginlk for guidance of biopsy.
Subsrip 'e" Inludes imagfine for euidance of transrectal biopsy.
Sus ,ipt ; Inldsimaz iti for izuidance of transvaginal biopsy.

Subsorp "ggo o~atric patients.
Subcit nldes mgn o guidance of transrectal biopsy.

(PLESE O NT W ITEi RLOW Tins LINE-CNTNE N NTIR PAGE IF NEEDED)
Concurrence of CDRH. Offca of Device Evaluation (ODE)

(Division Sign-Off
Division of Reproductive, Abdominal, ENTP,

and Radiological~ Devices

510(k) Number;

Proscription Up:(Pcr2l CFR 801.109) .26
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