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510(k) Sumntary

In accordance with 21 CFR 807.92 the following summary of informaution is provided:

Ralni June28, 2010
S-ubmitter: GE Healthcarc [CE Medical Systems Ultrasound and Primary

Care Diagnostics, LLCJ
9900 Innovation Dr
Wauwatosa, WI 53226

PrimaryContact Pes Bryan Bhna
Regulatory Alinairs Manager
GE Healtiteare, GE Medical Systems Ultrasound and Primary
Care Diagnostics, LLC.J
T:(4 14) 72 1-42 14

F:(414)$[8-8275
Secondary Contact Person- Jim Turner

Regulatory Affairs Manager America's Service
GE Healthcare. GE Medical Systems Ultrasound and primary~
Care Diagnostics. LLC
T4(262) 544-3359

F:(4t-4)908-9225
Device: Trade Name LOCIQ P6/P6 Pro BTI I Ultrasound Systema

Common/Usuail Name: LOGIQ P6/P6 Pro BTI I

Classificirtion Names: Class, 1
Prodcti Code: Ultrasonic Pulsed Dopplerltnasging System. 2jCFR 892.1550 90-IYN

UltrasonicPuhed Echo lInaging Systemn, 2ICER 892.1560, 90-lYO
Diagnostic UltraoundTransducer, 21. CFR 892.I570, 90.TX

Predicat Device(st~ K073297 GE LOCIQ P6 Ultorasound System

K092271 GE LOGIQ E9 Diagnostic Ultrasound System
Dcvicc Dcscrintion: The subject device consists of a mobile console with keyboard.

specialized controls, a color video LCD display with electronic-
array trantsduccrs. It has 'lie same general appearance. dimensions
and weight as the unmodified device, it is a Track 3 general-
purpose imaging and analysis system proividing real-time digital
aCquisition. processing and display capability intended tin
general radiology imaging find evaluation with some cardiology
and vascular applications.

Intended jj~. The device is a generl-purpose ultrsound system. Specific
clinical applications anti exam types include: Fetal; Abdominal
(renal & GYN/pelvic); Pediatric; Small Organ (breaist, testes.
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GE Healthcare
5 I (k) Premarket Notification Submission

thyroid); Neonatal Cephalie; Aduit Ccphalie; Cardiac (adult and
pedialric):~ Peripheral Vascular (PV); Musculo-skelcral
Conventional and Superficial; Urology (including prostate):
Trunsesophageal (FE); Transrjeetal (TR); Transvaginal (TV); and
Inaraopcrative (abdominal, thoracic, vascular and ncuro.

Tmchnilorty The LOIGIQ P6 BTI I employs the same tiundamental scientific
technology as its predicate devices.

Determination of Surnitinry of Non-Clinical Tests:.
Substantial Equivalence: The device has been evaluated for acoustic output,

biocompatibility, cleaning and disinfection effectiveness as well
as thermal, electrical, electromagnetic, and mechanical safety.
and his been found to conform with applicable medical dcvice
safety standards.Tbe LOOIlQ P6/P6 Pio and its applications
comply with voluntary standards as detailed in Section 9, 1 I and
17 ofthis premarket submission. The following quality assurance

measures % ere applied to the development of [the system:
* Risk Analysis
* Requirements Rcvicws
* Design Reviews
* Testing on unit level (Module verification)
* [ntlegmtion testing (System verification)
* Final Acceptance Testing (Validation)
* Performance testing (Verificaition)
* Safety testing (Verification)

Transducer materials and other patienit contact marterials are
biocompatible.

um an of ~Clinical Te sts

The subject of this premarkertsubmission. LOGIQ P6/P6 Pro, did
not require clinical studies to support substantial equivalence.

Conclusion: CE Healihcare considers the LOCIQ P6/P6 Pro to be as safe, as
efloctive, and perfonrmance is substantially equivalent to the
predicate device(s).
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DEPARTMENT OF HEALTH & HUMAN SERVICES4 ~~~~~~~~~~~~~~~~~~~~~~~Food and Drug Administration
10903 New Hampshire Avenue
Document Mail Center - W066-G609
Silver Spring, MD 20993-0002

Mr. Bryan Behn OCT -5 52010
Regulatory Affairs Manager
GE Healthcare
GE Medical Systems Ultrasound and Primary Care Diagnostics, LLC
9900 Innovation Dr.
WAUWATOSA WI 53226

Re: K101874
Trade/Device Name: LOGIQ P6/P6 Pro BTl 1 Ultrasound System
Regulation Number: 21 CFR 892.15 50
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: IYN, JYO, and ITX
Dated: July 26, 2010
Received: September 10, 2010

Dear Mr. Behn:

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, stibject 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 LOGIQ P61P6 Pro BTI 1 Ultrasound, System as described in your premarket
notification:

Transducer Model Number

ii 2L S
ML6-155S

4D38C 6Tc
4D5C-L IlL,
3 CRF BE9CS



If your device is classified (see above) into either class 1I (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 895. 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 deterniination does not me an
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
go to http)://www.fda. rov/AboutFDA/CentersOffices/CDRH-/CDRHIOffices/ucm 115809.htm for
the Center for Devices and Radiological Health's (CDRH-'s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (2 1 CER Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.g~ov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRJH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Lauren Hefner at
(301) 796-6881.

Sincerely yours,

David G. Brown, Ph.D.
Acting Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device
Evaluation and Safety

Center for Devices and Radiological Health

Enclosure(s)
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51((k) Premarket Notification Submission

51UJk)Number(ifkcnown): KIO(874

Device Name; LOGJO P6/P6 Pro BT I I OCT - 5 2010
Indications fix Use:

The device is a gneral-purposeculirasund syslem. Specificeclinical applications and
exam types include: Fetal: Abdominal (renal & CYN/pelvic): Pediatric; Small Organ
(breast, testes, thyroid); Neonatal Ccphalic; Adult Cephalic: Cardiac (adult and pediatric):
Peripheral Vascular (PV); Mu~sculo-skeletal Conventional and Superficial; Urology
(including prostate); Transesphageal (TE): Transrectal (TR); Trunsvaginal (TV); and
Inrraopensuive (abdominal, Ihoracie. vascnlur and ncuro).

Pre~scription Uset AND/OR Over-The-Counter UseNA-
(Part'2ICFR 8OI Subpart D) (Part 21 CFR 801 Subpart C)

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

C~o-ncurrnce of CDRH, Office of In VTaro DiagnostFic Devices, (OIVO)

(Division Sign-Off)
Division or Radiological Devices

orricc or In Vitro Diagnostic Device Evaluation and Safety

510(k) Number PA 0I% s
Page I of I



GE H-ealihecare
S "Kk) Premarket Notification Submission

Diagnos03tic Ultrasound Indications for Us eceFor

GF LOGIC PSIPS Pro Ultrasound Sstem

Intended Use: Diagn~ostic ulrasound Ima9ing or Wlid Flow analysis of ma human body as bloads,

'Soa~egkn ci ~ N P1V CW Color Cola.M Pr Comnbined Hrmo&ie Cidm Danter
mnerest PW Deg epe Dop ple 0 r Doppler Dopple Modes' IragingI Rise
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Neonaal Cepahalp p P P P

Adut Cephabc P P PP P P P P P P

Peteivnua P P P P P P P P P [6

mmmso-skelela P PpW P P P P P [6
Conventional F F
Ams~f-skselel P P P P (6
Suventdcal
oth86OJ rP r P P i P P P P P

Trmle,,ophageal P' P P P P P P P p

1,annimoal P P P Pis P I P

T~anagnaif pp P P Ps P P Ps

Transuretmll

Intro ~~~~ pP P Ps P P P P j P [61

,hIfr~alrvemtn P P- P P P 6

Nw ndctn.P-peishclrdbyFDA:ES= added.under Appenix.grscgc__ _6

Mnoe fil Abdoina Irwhjdes reai, GYNiPeli

(21 Smal orga, irr~ues breat, tlotes. and %od

[3i Cardiac is Adut and1 Peniramp

(41 01ber me. incde Urology~rattale
][~1 tlrpergive indides dominltor&c(caadiac), orovwasoa(PV)~

[I Conbtineo moesa r oM,RM aColer M, adPWO ar CWD, B/CocePwvv or CWD, E~owvvtiP
(-I Ohefe mo~ds in 41) I Red tree 3D

Pt SF O NT WIW ~tnW THI, INF. -C)NTIN[IFp Cy ANoWl pACF IF NFprnrn,
Conantncs of CalN Offic, of D.",. Entlu~o Of1I1)

Presciption 0Iic (Per 21 CR £0 1.109) 176 aeo

Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Salety



GE Healthcare
510(k) Premnarket Notification Submisssion

Diagnostic Ultrasound Indications for Use Forn

GE LOGIQ P~with 112L Transducor
Internded Use: Diagnostic ultrawound imaging or lu (low analysis of the humnan body as follovs:

C-5nlC~ AW~oo toe bweao

MAnomy/Regof B w PW' OW Wnd Go~iam~e~m~ehretCiiOle
I_____e ____ Dopplet DDP~cr Dopplr DeirOp.Mde mgn us

Padialrm p F p pW W p P p
srnaorq'ari'l p p p P p p P p

p P PP p P p p p

hl~~co 51*
NCww indialin?=priul rMdb D L~q~KJuW dc ~aApni
Not,0,ees. [Jabdljl nldsrn.Y/e

Ela F,, l CadavsAtitIsc oi.

141 O~e n r ;dde UrdTgfrostal
~In a nuapie ra E icdEs a ErrrM Itosi Ecda) sE asua (P

[21 Omterg mo clde s freest Ra l~resi and

[51 nmperaive iclieus ailttc tcariaCOR Ofindf~vo Evaluaio (CPV)

i-1 Oft, de4r AoIRetrawsj

(Division Sigr¶-01f)
Divsion of Radiological Devices

Office of In VitidDiagnostic Device Evaluation and Safety

,lCK 1 b V c
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510(k) Prinarkcl Notification Submrission

Diagnostic Ultrasouind Indicationsi Ear tse Fort,

GE LOGIC PG with MLG-15 Transducer

Intended Usea: Diagnosfic uiftrasound Imaging or fluId Flw analysis of the human Widy as foljot:

Clan Appic~tMode d. overat -I
At~a7~q~eg~nd B t PW LW Cl oW Pea Combined Ha cCoded 0her

__________ DatePDPplwDp~rDer r Dople Mod&' Irnog~ Pulie

Pedjabic ThPFP P P P P P - -P [6]F

SirM~~r on~ P P, P P P p P P P [6]

mi~~Vsulr ~ ~ pp~ 6

I.

N. ne naalo: - previusl clare by [)A (LOGIC 049 K0492271): 2 - Wddd ueder Appedt, E

NoteS lAdtnhldrv GYWIPe*

PI Sm~I W.Irfesbl. tomtO;. - "'r
P) Caiac Is MeU ad Pe~a,

[5] lkr~acejl'ddsadma thoa (~dLPCI sod nssoaa{PVI

]1Ceatn nnj , N. B/C* M 8"PW OW cwco,"PD o W.BfnaP.

1pt qpas no NOWfrAtO Ti ar-CNT~EO NT PAGF IF NFFDFQJ

Concu,,,,ce OF CORtN. Offic of Dorvie Ev.Iuaton (DDE)

Prescrptio Lscr~(Pe, 21 ~Ft S01. I 09)

1 9

OMaion of Radiological Devices
Office Of In1 'AfrO Diagnostic Dejce Evaluation and Safety



GE Healthcare
5 10(k) Prermorkec Notification Submission

Diagnostic Ultrasound Indications for Us. Form

GE LOGIC PIG with 4D8C Transducer

Inwondd Use: Diagnosic ulvcasund irraging or fluid [Io. analysis of the human body as follows:

C uloaApp~icator Made of C'rlo

AnalovriY/Ragiouuof 9 MI PW CWy Color E U Fe onr HrirtCodold OtW
/nteres! Doppler Doppler D0oppl* DplrOpe oe r~ Pulse

Fetal] ~ro

Pt d air fitP

NeorM aCephalie

Mut~ Cohalr

CardrxP

"Misuo-skeleul
supeLcel

T ransrectail

Trw~surehr

Inlraoperadi"
Near Iial
Intrawacular

La -L -dsdad Ap, i.
N -ew indicalior,: P -prv, ioulI cleamco t'y FDA (l.OG-IQ 9 KIUh1 1291; E addudrApni
Notes frl Aheornisal inducts renal GYNIPeIki

,21 SnIorsar ritahud es leas.resin and thyrOid
[31 CardlacIs Adult and Ped'alrc.
[4I Other sie indudes ,robgytPioslate

[intltoveopratuewrudes abdominal, If ocic (cardiac), arld vescdlerjP
[orrCatod modaes - M EM, oorC M. BPNDWO aCWD, E~tOuiWZPW M OWO B.'`eePWD
1- Crer mod, is SD I Reatlivne 3D

CoecurTeace of COflH, OfiIce of Dolei. Enluhaflon (ODE)

Prc,,crIptiun Uocr(Pr-21 LUR8R0t.100)
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DMI~iOn of RadtOlogiCal Devices
Office Of In Vftro DmignoStic Device Evaluation and Safety
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510(k) Pr-emarket Notification Submission

Diagnostic Ultrasournd Indications for Use Form

GE LOGIC P6 wIth4ADSC-L Transducer
Intenided Use: EX3gnosic ultrasoud imaging ar fluid flowanalysiso ot hDe human body as tollous:

Cb~cal Applicstton Md iolr
Angwsy'Regli, of PW C Cd. CodrM N Powt Co We Hanvzmc Cd Ofr

Minor ~ ~ ~ ~~~OPI~orI DOPPIe DOPPic op Dop freOP MoDes Ilflqing Puke

Fetal/0~~~Iefrts 2 E 2 E E- 2 2 I I
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Pediano E E
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AdultCephaic

Periph~eri Vauwx
Muscuiaskeletli
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Superficial
OW, ~E EE E 2 2 E E 2 2

TEan
t v enso~t

Trans recial
Trensv ins]

Nw~ethfcal

intavasojlar

N' ne indication. P -pciulcerdby FDA: E - added underAppendi IS
NOtes lIjAbdaminalindoues renL GYNI)P&C

[21 SratI orga, includes breast, IeSlws ad lhyro
[3J Cardiacis AduL# and Pediatric
A)1 Oiher tse include ljnoioygy/FIate
151 laup~wdaew Includes abdaionnal. horn~ (rcarac). sar 4cubar (PV)
[¶ Contiredmodes ae BIN, Bl/erM.EJPWV oCWD. BWCoitYWD orCWOf, BIp.Powe
[-)1MOhr ' ieo;4 D1Real1Jme3D

(P1 rkS noNOT WR1TEW R VI THIS IFN CONTINIF(ON ANOTHPR PACFIF N~FPDFI
"COSUflSc,;lCDRH, Offimo? OnlyEvs~,.1,,(CVE)

Prec.iipfiori I..,cr jer 21 CI'R 8101.109)

21

O M O rfIn ofRe ioi9 cal Devices
Vitro DanscDevice Evaluation and Safety
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510m() Premaunkct Nlotification, Subm~ission

Diagnostic Ultrasound Indications for Use Form

GE LOGIC0 PA withJ3CRF Transducer

Interided Use: Diaonosfic ultrasound imain or fluid flow analysis of the hum~an body as tollons

Apatnc ipRdenlion a a prvcul clam byrOIo"IO Coo27) M - dded uommer Happen cCded 2 1

f4) 0Q~~use~cI~des~rtgy~rto Pe
Feta Intseraopra'viFe tdnr .trci(ada an esto r (PV)

Alodomind' nuce art/,3o do /W IDwn BCte/PV or CW.B Pew,/

Pe Oohra esdr rnei 0/Rsat3

1 nAQ4 )aJK Irawl

610Kra~< iniFw-/
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510(k) Prvmnarket Notification Stubmissioni

Diagnostic Ultrasound Indications for Use Fosrm

G2E LOGIG P6 with 3So Transdcer
Intended Use: Diagnostic ultrascund imaging or fluid ?tw. analysis of the human body as lollow:

CbnoI~~~~p~~Itcaion ~~~~Mode ol~t

Avorn;R090"i f a PW OW d or OorM Poe. Combine harnrcnicCoe 0w
Interest Ddp~er Daoppler DOoWl DoPPI, Nipper Modes' ImgingPls

Fetal I Obsletrcs

EF E IE F E E2 E E

Cardo~ InT F E E E E EE
Periphrital Va,,,a

kuscljlcskeletM

Stpnerfr lt
Others

Transescregear _

Tramirectal

IniaoprtinieI
Neunyoqc

Laparsei ___

Noews (lIIAbcmineawluc~dss renalGYNtoPevic
121 SiraIt ceqan includces breast, Itlete, and thyrodo
13] Cardea is Adult aid Pedialel
i'i Oter, useifcludnedcgfro1gs1)t
[51IeI~naiperablivunudesa teinalnttoatcric.adesuwP)
(1 Ccrrbiired modees Pre aM. GJCobor M. BIPWD ~ CWD, BJcobr wD crWD, 6jp/P~ PWD
Iflfl1he, mWdo sQ/ Roamure30

C~ocurnecce f CCeff. Office of Devic:Evduftioc (ODE)
Preecriplio, [ker (Per 21 CEFR SO I. IN~)

(DMvsion Sign-Off)
Divsion of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety
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GE H~ealthcare
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Diagnostic Ultrasound Indic~atlrion for Use Fortm

GE LOGIC FS With Spo Transducer

leiteded Use. Diagnostic ultnaso~und imtaging Or fluid flow, analysis of the human body as follows~

CiiiApocatin Modprto

AMs~cmnRege of B IJ P W CMCtr PPwe c te anooCdd Om,
InteresS lperDpl Doppler DopeDvlrMde'Pfin Pus

Ft~inafbltri

Abdammit Ill
PediiiiW TE E E E F E F

Neonaal Cekak
Adb A~i~ E E EEE F F F E E

Card ~ E E Er E E F FE

Mu so ul-skelelal
Conventional

Musoulo-skeletal

Suprficieal

lnflcvaat_

pusiusylaNu IIy FDA: E = added uderAppfldix
Notes (lIIAbdominal 'ntcke, renl GYN(Pelvc

(21 SMal organ indUdes Last.~ers, and Ihyneti
PI) Cardec a Adult aid Pedrali
[4) Ofthr "s ududers Urologyl/trtete
i!II I rxB~iVPO Pdides abdqirllt. inltci5ci (=dic), and vasoa (PV

fl Combined modes wle SIM, RlColo, M, BPIPWorCOWU R)COjPpWO Or CWD. BP,:s,&iVWD.
ti1 Otter m~ode I, 4D I Rea'tte 3D

'PI h FAS WnO N~WRITF APrnW THIS I INF. COVItNIUF ONJ ANOTHER PAW, IF tUF~nEDI
CwflcgtelC of CORtH. Ofisceof Devic Enlu,,.ion (01DE)

Pr,,cripfion Us. (Per 21 CFR 80 1.1(0)
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(Division Sign-OCrff
Divsion of Radiologic~al DvIce

Office OfIn Vitro Diagnostic Device Evaluation and Safety
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5 10(k) Premarkel Nofification Suhrnimrion

Diagnoslic Ultrasound Indications fo Use FPoinn
GE LOGIC P6 with 6rTcrfansducer

Intended Use: Dianostc ulhrasound imaging air fluid flow .anaysis of the human body as 1ollows:

CtsitCl ~AftO~ Mode dOperaho,~
B M ~ OW Cow CckrMA Pow Comied~NmtCoe te

Inkmev ~ ~~DoptD cpp Do"OfI per IOp~or Dopler Modes' Ingn Rs

Foald/ Obsetncs

AbdorTnall')

Card a&'P p p P P PP P P P
Perotei 8aIWSu!N
Muscuo-skele~al
C~wentm6al
Mwc10-skelotai
Supertcd

Ear, TI. Mras ofAcceus
tinn,,daphageat pW P p P P P P P P
Tiwvtaltc
Trarrsvainal
Trasuetwe

intiacp"e"ate
Inlrompraliv
Neuol ca _i ___

N = n,c w dication; P -.pn Ous~ iard b, FDA(LOO(Q EQ IK092271); E -' auld.d .. &r Appcrdrx F.
Notes: [1] Abdognihal indudets renail GYNtPeIvt

121 Snallavgr inludes bieastt testes, and Ityrod
[31 Cardac is Adult aid Pediatri
[41 Oilier uo Includes UrologyIvroalsl
151 'ra,Wnab" nderudc abdomrinal, nthacic (cadic),aid vaaiwu~ (PVY
(1 Co~inbed enieS ar RIM. B;Colo M. BIPWD W CWO, S/CotrlPWO or CWD- &Bdwe(PWD.
fl Oner Aode Ms 40/ I oalin~e 3D

flPu FAS QQ ~QyWmR~r API OW Th' I Np -(ONIMIONf ANOTHFP PAC'~ IF NPPDFP1

Concumiztlc of C DRH, Offide of DoVie Evolcfltiofl JOIN)
Pre~ciption Lke (Pcr 21 CFK 8Ul1.lIOn'I
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GE Healthicare
SI10(k) Prenmarkec Notification Submission

Diagnostic Ultrasound Indications for Use Form

GE LOGIC Pil withIll. Tranisducear

Intended use: Olagnostic Ultrasound imailing or fluid flow analysis of the human body as follows:
Chn~J ~ TorMd po-

Mtm eqof F B M ,~ PW I W Clr CrN ooCMadnedHarmonic Coded Ocier
!afenest Dc*r Cppl DperDpo Ooo e s:Md lImagrg Pulse

Feta Ostai&
Abdorrirefti ~~~~ p P '~ p p

SrraAC~~~~~gp7J 7- p P P i P - p; (6]

NenalatMCephtak

Cardiacm

Muscttlo-skdelet

Conventionsl
Wimu~-kiwia

bri T~Akenotc

Transsscohadeal

TrnonsaginaIl ____

N =,c row b. Pzp ioy4w,1y FDAILOI Ed K00227L); E added rri, Append.x E
Notes [I] Abdomninal incluIdes renal. GYNIEi&

(2] Smnall DNgim nooldes tinestL ltles. en Sm i
[3j Cyrdia S Adoll wid Pediatric
M41 Cr use inclded JUioigyfROSalat
15J lrcr'ecperotiv indue abdomtira. uiotiec (cardiac). ancl asacular (PV)
16) Elarloinsphy Imaging
[I Comsbined nndes mre BhM. BCo4ot M. BPWU o, CWD, 8/C.obr/PWE) oT CWD, B/PowrŽiPWD.
J- Othre Mnode 1S 4DI Realtime 3D

COoncumenc. of CORH Offi. of DINlct Entntion (ODE)

Prc~cuiptioun Usn(Pe, 21 CF R 80 1. 109)
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(vsion ~Sign off)
Divsion of Radiological Devices
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GE Healtbcare
510(k) Prmoarket Notification Submission

Diagnostic Ultrasound Indications for Us. Form

GE LOGIC P6 with SIMCS Transducer
Inlernded Use: Diagnostic ultrasound lrnag N~ or fluid flow anauy~is of ffie humon, body as [otllo

Cfnka ApplrarmnMd o w~

MOom~pogmI A M Oop er Ccor, CollrI Pet Combined Hafrronc Coded O0.

Ir~~mpsi Doppler Dopp~~ler isDoprflpirModes iMagMg PUKAt

AbdVnt'lE E E E E EE

Pedilem F E E E E E E E

S m e oall c ephral ic- l~

Adult C'epofic

Muwjsclw-kletls

MSWt skfielea

Olheli' T E E E •E-
LEA Tl, Mea's fAres,_

laareivvl E E E E

Tialsyanal E E E E E

Tinsreaveratvll

Imnraascular

'..par c Pic
N nc niain priul irdb FDA(.1inos n'flctn w BB~C): E = ddad taidr Appedin
Noes. ill Abdomaie trlde renal. GYN(Pdvit

[21 Sumll w~aBmIull~es breos, testes and ultryrid.
101 Caral AduMlt and Ped atim.
141 Otte, usa ir:iude hU~ojolyPrc6sls
151 Iwacp,,otiv IdudeS abdonirsal. trac (cardiac), ar0 vascufar (N\
161 Elislography lragnlOg
ri comoviTtd nods re AIM.iColorM, BflWfl rCWO. 8Qi~r/P~dOr CWO,a8/PcwnPWi

[I Ol~ho mode is 40DfReanhlren3

far FASF CO NOT WIFR 1 lSIN COTMPO NTP SFI Ff~

ConWflC Of SCAN. Ofr. of 1Deyt. Evaluaton (0DE)

Preoiplaiolt lisa I?er 21 CFR 80 1. i 0)
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