
Special 5 10(k) SONOACE R7 LDiagnostic Ultrasound System

510(K) SUMMARY OF SAFETY AND EFFECTIVENESS

T'his summary of safety and effectiveness is provided as part of this Premarket Notification in
compliance with 21 CFR. Part 807, Subpart E3, Section 807.92.

1. Submitter's Information: 21 CFR 807.92(a)(1)

SAMSUNG MEDISON CO., LTD.
1003, Onechi-dlong, Gangiiam-gu,
Seoul 135-280, Korea

Contact Person:
Kyeong-Mi, Park
Regulatory Affairs Manager

Telephone: 82.2.2194.1381
Facsimile: 82.2.556.9209

Data Prepared: Juily I 1.2011

2. Name of the device:

Common/Usual Name:
Diagnostic Ultrasound System and Accessories

( Proprietary Name:
SONOACE R7 Diagnostic Ultrasound System

Classification Names:* FR Number Product Code
UlItrasonic Pulsed Doppler Imaging System 892.1550 JYN
Ultrasound Pulsed Echo Imaging System 892.1560 IYG
Diagznostic Ultrasound Transducer 892.1570 ITX

3. Identification of the predicate or legally marketed device:

K 102065, SONOACE R7 Diagnostic Ultrasound System
K093714, SONOACE X8 Diag-nostic Ultrasound System
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Special 5 10(k) SONOACE R7 Diagnostic Ultrasouind Sys tem

4. Device Description:

The SONOACE R7 is a general purpose, mobile, software controlled, diagnostic Ultrasound system. Its
function is to acquire ultrasound data and to display the data as B mode, M mode, Color Doppler
imaging, Power Doppler imaging, PW/CW Spectral Doppler mode, Harmonic imaging, 3D imaging
mode or as a combination of these modes. The SONOACE R7 also givcs the operator the ability to
measure anatomical structures and offers analysis packages that provide information that is used to
make a diagnosis by competent health care professionals. The SONOACE R7 has real time acoustic
Output display with two basic indices, a mechanical index and a thermal index, which are both
automnatically displayed.

The SONOACE R7 has been designed to meet the following product safety standards:
- UL 60601-1. Safety requirements for Medical Equipment
- CSA C22.2 No. 60 1.1,. Safety requirements for Medical Equipment
- IEC6O6OI-2-37, Diagnostic Ultrasound Safety Standards
- EN/1EC60601-l, Safety requirements for Medical Equipment
- EN/lEC6060l-l-2, EMC requirements for Medical Equipment
- NEMA UD-2, Acoustic Output Measurement Standard for Diagnostic Ultrasouind Equipment
- NEMA UD-3, Standard for Real Time Display of Thermal and Mechanical Acoustic Output Indices

on Diagnostic Ultrasound Equipment
- IEC 61157, Declaration of the acoustic Output
- lS010993-l, Biocompatibility

5. Intended Uses:

Thc SONOACE R(7 Diagnostic Ultrasound System and transducers are intended for diagnostic
Ultrasound imaging and flu id analysis of the human body.

The clinical applications include: Fetal, Abdominal, Pediatric, Small Organs, Neonatal Cephalic, Adult
Cephalic, Trans-rectal, Trans-vaginal, Muscular-Skeletal (Conventional, Superficial), Cardiac Adult,
Cardiac Pediatric, Peripheral vessel.

6. Technological Characteristics:

The SONOACE R7 is substantially equivalent to the SONOACE R7 Diagnostic Ultrasound System,
cleared via K102065, and the SONOACE X8 Diagnostic Ultrasound System, cleared via K093714. All
systems transmit ultrasonic energy into patients, then perform post processing of received echoes to
generate on-screen display of anatomic structures and fluid flow within the body. All system allow for
specialized measurements of structUres and flow, and calculations.

END of 510(K) Summary
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DEP'ARTMIENT OF HEALTH- & HUMJAN SERVICES Public Health Service

A.JeFood and Drug Adinistration
10903 New Hampshire Avenue
Silver Spring, POD 20993

Saistinu N~ledison Co. Lid. 0- T 2 2011
ito N'l N'lak lob
Respons 1ibI C le TIrd ParIty CofheialI
Reuullatory Tchlnology Services LLC
1394 251' Str eetN\
13UFFALO MNI 55313

Re: K 112646
Iratle/Deviec Namei: SONOACB- R7 Diagnostic Ujltratso.undi System
ReulIat'ion Na VIben: 21 C 7R 892. 1550
Ike.Utlatioti Name: UltrOAnc pLulsed doppler imging s'stem
Regul atorv Class: 1I
produLct Code: I YN.' I YO. anti I TX
Dated: September 9, 2011
Received: September 12, 2Q11

Dear NI'Lr lob:

We have reviewed you~r Section 5 10(k) pI-enarket notiflicati on of inleli [o market thie device
referenced above and wxe have determne M101te device is St~bSta intally eCpUiVa lent (For' thle
nications fon use stated in the oneclosure) to legal ly marketed pred(1icate devices marketled in
nterstate com meree prior to NMay 28, N 76, the enactment date of the tMedi cal Device

ArV ict imnts or to de vices that hiave been reel ass ified in accorcdance wvit h the prno visin oHS d ile
F~eealI Food, lDrig. and Cosmetic Act (Act) You mlay. there Fore. market thle dIevice. Stbj eCt to
tile genrical Controls provisiolOF the Act. Trhe general controls provisions of the Act inluLde
10(1 I i nee nts Ion annual Ino i strati on - listing~ of dcx'ices, good niantathetlrInrg prmc t ce, I abe Iirig,
arid prohuibi tiorns against misbrandinrg and adtulteration.

TIhi IS ICte ml nation of s Lbs tan t ial equtIi valence app lies to the~ lb IIow in trarI d I c s i c lR e or
We0 wAIthle SON OACIL R7 Diannostic Ultrsoutid Systenl as described iln your premnarket
nof ife at iC) I

Transdutrer NvlodelI N LI Iben

(C2-8 H-L5-I2ED C4-9/IIED
E R4 -9/1IE'D P2-4A1 LN5-1 2
F\V4-9/1 OF D 3DC2-6 IP3-7AC

1-3-8 3D4-8ETI 3D)4-9ES
L 5-12/5O0 E P C2-5



I Fsu device & isC ISClSSi lied (see above) into eitherl c Ilass [1 (Spcial ICoI ItriolIs) or clalss I II (I I I.
it Ilnay be SlIbvect to suIch ttdditioiil controls. ItINistiflL IIjOV tlatos W11CtHifLf Vour devic
canl be loincl11 inl thle CodeC Of leCIiial Reg-ulations, Title 21. Parts 800 to 895 [in addition. FDA
Imay publish t~iirter ainnouncemlets coniceri'lini- vour device inl thie Federal Register.

P leatse be advised that F DA's issuanc of a', substantialI equivalIentce deiter mination dloes not ieanH
that F-DA has made a determination that -'Our device complie11s With otherI retiieets of the Act
or any FeCC~dera ltes and r-eglaltions atdinli.stered bV other Federall a'eOies Yoa mst
comply with all the Act's requir-ementIs. inlllllU n~ ]ot limited to:rc-,qainan itn 2
CUR P'art 807); labeling (21 CFR Pnt 80): 000god Hmantm~aCttminnll practice rlti~ireMenltS aS Set
fbr'th inl thle Cltality 'systems (QS) reg'[tml (21 CUR Bait 820); aind il'applicaible. the electronic
product lad ationl control1 provisions (Sectioens 531 -542 oF the Act); 21I CUR 1000-1I030.

This letter wvill all ow y'out to begin mi ket inctia rI de v ice ats (I ese ri bel in) -\Oilr preimak ci
notification. The FDA finldingi of substantial equivalenice of' V0our1 device to a legal Il-v marketed
pienicate device results inl a cl[assi ficati on for ot device and thtmS Ipennlits ye tir dlevi ce to
proceed to marker.

11IF on esire Specil[ iclvice for your device Onl our' albeln" Irqu[lienIl (2 1 CUR Part 801), please
go to h1p L[://\ww. RI at.- go v/A bottDA/Cenuter sO ffliees/C DR FI/CD1)RI1-l0 llicstmcmil I I 5809.htln for~
the Center for Devices and Radliologtical Hecal th's (CD RvH's) 0Office of Coin )1iance:- Also, lease
note the regtLlaltionl entitled. "Misbranding, by reference to premnarket notification' (21 CUR Pait
807.97). For1 qisLIns0 r-egardling the reporting of adverse evenIts tider the NM DR reCailati on (21
CUR Part 803)), please go to

ftp /vvxv.RIa.go\'/ ei ca DviesSaftyReeiaP o i m ndc Fi ilt [ilor the CD RI-[s 0 lice
of StirVeillance and Biometrics/Division of' Postmarket Surveillance.

F ye a have any questionls regarding the content of' this letter., PIlase conitact lay Vaishnalv at
(301) 796-9580.

Sincerely Yours.

N'ly S. Paste[. Sc. D.
Director
Division of Radiologicl Dev ices
Office of' [In Vitro Diagnostic Device

LVaIlIution and Safety
Center for Devices and Radiological Health

Eric losItire(s)



SECTION 1.3
INi)ICATIONS FOR USE

510(L) NL1 hube W known):K tR 4(
Device Name: SONOACE R7 Diacuostic Ultrasound Sysemi

Indicatioris for Use:

The SONOACE 1R7 Disurnostic Ultrasound Sysem and tranisducers ire iiite1ItCd [or diagn1ostic LiltraSotlld 1l11ilginiC
3n11d i atIlVSIS oF11 1ve human body.
lhe Clinical app)icat[ionIs Minlude: Fea.Abdominal, Pediatric. Small Organi. Neonatial Ceplialic. Adult Cepilihc.

Fra s-cctat Irais-vginlMuESeLI Ia -S ke I cia (Coiveln tia . Saner fici a I Caidiac AdiLIlt Cardiac PCNd at nc.
Peripheral vessel.

Prescriptionl Use AND 01< OVenI'-lic-Cotnnter Usc e ___

(Part 21 CFR 801 Sttbpart D) (2 1 CR S0 I Subpart C)

(PLEASE DO NOT WR[TE BELOW THIS LINE-CONTINUE ON ANOTHIER RAG-E Of- NEEDED)

CCcurenIce Of CIDRI-i. C)f (0ce Of [1 Vjiro Diagnostic Devices (0 IV U)

(Division sign-Oll)
Division of Radiological Devices

Off ice of In vitro Diagnostic Device Evaluation and Safety

I tl(fi&<ltltt , For Use 510K s uin .. p g,



>pecit sinkSONOAC5 R- iDwitooostc dlaSIM11d Sxse:n

C) AGNOST IC UiLTRASOLIN D) INI) ICATi I ONS FOR UiS E STATF[NI" [Ni'

5 10(k) N o.:
Device Name: SONO(ACIS R0 Dinunostic UuiLrasoHin Syse2M
I niendled Use: Dia 10LI utios tilrasound~ i mau im or iIl d flow fa a s is ofthe ho unm bodyf as [o Ilows:

Clinical Application MOde0 oOfrM vsvmiott IC MITItelndesI sitimnon -modeCI)

Gerol' Spe.-c M \\ CW C(,r[,, Comnred' Otfier
(Timck I on ,,) (,l telkv I & Ill1) r Se.(Spec.

Feral (Se Ate 3) I 14,__ pNte I ' Notes 2, 7,8

Abdoinatl p P INoeIotes 2. 1, 7,38

lttta-operttive (See ,Vote 6) . ____I_____ ______ _________________________

lttraolttiVe (Netiro.) I_____ ______

Fetal Imaging Laparo.scopie _______I__________[____________

~vOther Pe~diatic 1) p pp Note I N ote 25.6, 7, S. 9

Small Oreati (See iVow 5; pi I f ________ Note I Note 2, 5,6, 7,Q

Neomital Cepltalie N N L ______ N Note I Notes 2.38

Adult Cepittlie 1, 1, ________[ Nt Note1,?7

Itis crectol -I F "_____I_______ _________[ Nt Notec 2.3S

Iratts-vttilotl f, 1 1I p N'otew Note 2.3S

Tratts-esoph. (tort-Ctldittc) I I_______ _________I____________I _____________________

M4uscu lo-skel. (Con'ent.) P _____J P Note I Note 2, 5, 6, 7,'9

Nlttsculo-skel. (SttpericjI I I P Note I Note 1. 5, 6. 7.

tr-luintal I ___ ____ ______[________

Othecr (spe.) I I _____ ______ _________________________

Cadrdic AO(LIIN P J) P I P NOte I Note 4. 7
CIrdiac Cardiac Pedititi p )P Note I Note 4, 7

Trais-esop ha gen (Cardiac) p
Otlter (spec.) ______ _________________________

Peripheral Peripheral vessel pI P P Notew I Note 2, 5. 6,7, 9
Vessel Otlier (spec.) ii _____[ ______ ___________

Nt= ntew indication: P- previouIsly Clear ed by FDA K 1 02165: E= added Utnder Appendix E
Adiditinal Comments:

Co lir Doppler inclutdes Power (AtitudIitole) Dopsplecr
Note I B/Nt. B/PWD, B/Color Doppler, B/Color Doppler/PWVD, B/lowler Doppler/PIM). B/Color Doppler/Color MI
Note 2: Includes tinging Sir gutiduntce ol'biopsy,
Note 3: InClttees infearility toio iu of foillicle developtet
Note : Color NI-totl
NoteS: For examIple: thyroid, prItatltyroid. breast. sCrlttttn andI petisi itt tdttlt, pediatric attd teonatal paitentts
Note 6: Abdot t inal oorg us attt pci plera I vessel
Note 7: lissuc Hlartmonie trtagitg (TIll
Note 3: SD nitrit
Note 9: Panoramic ititn"

Concurrence of C DRHF, 0 tice of Ia Vitro Diag~nostic; Devices (OIVD)
Preseripeiton Use (PUT~ 21I CER Sol1 109)

Division of Radiological Devices
Office of In Vitro Diagnsmic Device Evaluation and Safety

Indications for Use 510K L _____ Sectiott 1.3. page 2



vcco It I 101 . tx.C)kF R-1 !)~iici L III:4oioic Svtui

DIAGNOST IC ULTRtASOUND) INDICATIONS FOR USE STATEMENT

I[Ok)IN o.:
Device; Nrmec: C2-8 fot use wvith SONOACIE R7
hIntendled Use: Dlag-ncstie ULIA tVOLd ittaii Or [huld10 f llow IiiS o thelI hum1ilal body as follows:

Clinical Applicutiunl MILd (:1OeIti ( iclnisil601s -ntrc
GeClcirl Rpcii K I F'WD CW ) Color [ Combined-Oiie

15-ick I only I (iks Ir 111)I Dofpe Sec Se
opliulialiii OPhtialunicII ____________ ______________ ______________________

FmaI (SeA'ow J' 1, r f, ____ NoiteI Noes 2, 7,8S
Abdominal 1[ p ] Ncleel Notes 2. 7, S
lnir-IIoperative (See Awe 6)[ _______

Feimil iiiim tv11 LairurncopicI

Rc Oilier !'edmmiti Fl+2 p Note I Notes 2, 7,8S

Adult Ceplilic1 _____ _______ __________ ____________ __________________

-I____ _____ _______I __________I_____________________________

Trns-vagsinal _____ _______ ___________I_____________ __________________

F-im utis-te l _____ _______ __________ ____________ ________________

Tiniis-sopht. (itui-Ciuclimic)I

N-suose.(CLuit)I

?IsuokL(SuIperde.)

I-dollt -I" ) i

Cardiac Adulitf _____________

Catuclic Cardiac Pediamce

f-raos-esophugeaIt (Cardlic ____I______ _______

Odier (spec )- j
FPezipheral I Peripheral vessel - r____ _____ _______ _________ _____________

Vessel Other (sipec.) 1 ]JI_____________________
N=iic\V itd iCMI cation:= reVious l cleared by FDA K I l)2116 E= added undei Append ix E

Addition a! ComnmentIs:
Colo Doppler includes Powver (Aminliiud) [)nppl)CI
Note I B/N'I, B/lPWO, ',Colrt DoppLer, f/Colr o1 pl:/WI B/Powerc Doppler/\VD, [I/Color Doppler/Color N
N'ote 2: lIncludes uinasitte (or guidattcu or biopsy
Nowe3: Inicludes infertility iltitoriit orf follicle developtitii
Note 4I: Color NI-tode
Note 5: For exaiiple: tltvroid. pzaimltytoiu, breasi. icrottiit andm penis int adult, pedittire andtt iteottl patits
Note 6: Abdomtinal orysas and pei plienil vessel
Noic 7: lISSueC Flontiottic Ittaineul-l)
Note S:3D fiieint2
Note 9: Panoiij iittaiii

Concurrenceo oCDRH, Office of [It Vitro Diagnostic Devices (OI D)
Prescription Use (Per 2I CH 80I.A09)

Ofe Divisboni of Rardiblog~ea Devices

Ofieof In Vitro Diagnostic Device Evaluation andi Safety

Inidications for Use 51K P 7~ .(Q .Section l.3. paIg 3



SIpeciml 5 10 I} k SOCAC CDizrwrlarao~e '3I

DIAGNO'STIIC ULTRASOUND INDICATIONS FOR USE STATEME[NT

5 1 0(k) No .:
Device Name: 81(-9/ OL ior tise with SONO ACE R(7
1ILCItii d Use: D iasyios tie Lit -a50LI ud HiL L OF 11111i r Ld HlOW at m vs is Oft 1he 111ina bodyv as Collows:

Cl in(ical Al lplicaititoi 1lode of Oi,Naitoo ('incUdes s11iirrOrroS B-irtode,)
Grenenil Scifie B -NI PV[) CVD ] Color Comzbinicd* [ Othur

([nick I ny Frocks S 11 I Doppl& i (Spec.) (Sc.

Fnoo-L-opci:Ltive KSe' XVwe 6

S& Otlter PCdiaric

Sitall OrgaIn (See ,Voi ,I)
Neonatal Cephaniliec_____ __________ ____________ __________________

En ets l -Fec P j_____ P No'te I Notes 2.
Fmnaisvgittol p 1 1, 1 ot I Mae 2, 3______________

ioils-soph. (riott-Caiic) )

N4,rsculo- kel. (Coovetit.)I _____

tVILtSctIo-sket. (SLopcrtie. ___

Cardiac Adult I _____ _______ __________ ____________ __________________

Cardinc Cardiac Pediatnic j _____ _______ __________ ____________ __________________

Trai-esophzweal (Cardiac)I _____ _______ __________I __________________

Other (spec.) I_______
[elcrli [erpheral vcsscl

Vesl Other (spc4
Ne w inidicatin: P= pr-cvwuoy Qlcaired by FDA K 1 02065: E= udcd oraL Appcndi. E

Addliitinal Commrients:
Color Doppler 11incles Power (Airr1jIi1L~dC) DopplerC
Not I B/NT. B' P \V B'Co i Dojppler. B/Color Doppi, lN]PWID B1 ~Pow Cr DoppP1'I-!P , B/Color Do pp Icr/Coz Ni
Note 2: Includes iniagiris tor atidmrce of bio~psy
Notae 3: lriiiuuics itfensita rtrionng of ibllicle clcvelopmlear
Note 4: Color NI-mode
None 5: For exa to le: thyroid. pinrt hlrsi i br-cast. scrotumi rid penis in adulIt. pediattic and neonatal patients
Noie 6: Abdoniral organs arid peipCIi)ltal vessel
Note 7: Tissue1FRII [-ania Inoig (FF 11)
Note 8.3 1) iansai.
Note 9: Panottontic iiiiOeL0

Coricutterte of[ CDRH. Offlee of It Vitro, Diaugnosti c Devices (OIVD)
Prescription Use (Per 2!1 CFIR Sol. 109)

- (Division Sign-Off)
Division of Radiological De,.ices

Oftie of In Vivo Diagnostic Device Evaluation and Safety

Inrdica~tionts For Use z10 cAr UL Section 1,3. page '4



DIAG ;OSTIC ULTRASOUND I-NDICATIll FOR USE STATEMENT

0(k) Nio.:
17VI-91' I KD 101 LISC with.SONJOACI- U

IlLelick;,11 USU: Dw ,llosliu .11tiaSOMICI llllfl1-lM' 01 [!()%%' WMIJVSk Of III(; 11JIM-111 b(XIV ltS 1011OWS:
Clinical Applic;l[O'll MOCIC Of Oi)CI-,111011 (-1ilC1UdCS SMIUFAOCOLI, l-k 1l0(e)

spe' Ific COf0, Combimmi. Onlicr
I'lack i ojilv) ("I'mck, I & ill) 7 1 Dopj C

F ml (See Nore

Abdominal

himi-opciative (See !Voie 61

hilla-perative (Neuro)

Lljplti suopw

pedianic

Sinall 01 ,:!Tl (See!Vwe

Nuovilal CC1,11alic

Adult CCjl1MhC

P 1) Fr , NOW I \J(qcs 2, S

I'lans vavinal p p 1, Mqc 1 1, S

1111 fl, Ll I C Ll 1 (1) 1

unil-csoph (rm i-C.Iidiae

MusculoLA

NIUSCLIlo kcl. (S Uj)Cl ItC
I [I I I a -I m ill la I
Otlicl (, pcu.)
Caidinu AdUlk

CanliaL Caldiac Pediam

Traw-csophaqcil (Cali

0111" (3pcc )

Nl= oCV lldiCuLiOll: P= PrCYl0Us[Y cleared by FDA K 102065; E= nCided Under Appendix E
Addii COHIHICari:

C11101 DO11I)ICT 111CIUCICS POVC1 (AllilflitUde) DDIpplei

.\otc 1: IMM, I3(1'%V[), BColoi Doppici, B Colm DOpplb/PVD, BPoci DoppicTWI). BiColo, Dopplci/Co[w M
NOW 2 111CILRICu illd irl' 101 guidancu of biop y
Note 3 Includei m1cuility tiic,,iitoiigoftolliclc(icveio[iiiietiL
NOtC 4: C11101 M-1110LiC
Noll, 5: For c.mimple divioid, paimlivrold, bleasi. 3clonlill lild pcni ill HdUlt, jdieHIC lod IleOllull piliells
N o I , 6: Abdominal oozws a"d penplwntl ssei
"oo, -1: -1 issuc lannionic fmagitw (I HI)
Noe 6: 3D jmattm
Now 9: Pallommic 111i

ConcuiTence of CDRF[, Office of Ill Vitro Diagnostic Devices (O[VD)
Piescription Use (Pet 21 CFR 801, 109)

ca 411
(Division SlgKOff)

Division ot Radiological Devices
Office of in Vitro Diagnostic Device Evaluation and Safety

[I'licni fol Usu 510K z (,- r Scction 1.3. pegc 5



spcciotl 3lki S0\".OACF R7 DiuotcI lit~ittt.1d SVStm1

DIAGNOSTIC ULTRASOUND) INI)ICATIONS FOR USE, STATE--MENTI

5 1 O() 'No.:
Device; Nome L-3-8 tbr use with SONOACFR17
liitiild [se [I~tia OSric tilituSotIFd LIHUILill" or [h1id FloV i721[yIS O[ tI; tILUM~ bod%' aIs IOlOVSU

C I I, I Applicaiomi NitIC 0ml OperatIon ( liciLIeS Si1ItltItflICOtIs Boto1de)
Gencm Specific F'T J Coo oItbd0c(ick I oiv) (Taccks [ &z 1ll) 1 ~ (ue. ~ c.

0 1,lt]abii [ Oplittalinicj __________ ____________ __________________

Fetal (See Note)I ___I____[ _____ _______________

Intra-openmive 6S0e Aote 6,) [_________
Feral lt,:tging Laptmrcopic [ F -T ___ _________

& Oil Petlimc 1, 1 P P Note I Note 25,6.ti9
Somal i Orvan (See N~ote 5) I, 1,____ I P Now I Nowe2 5. 6. 7, 9
N enatal Cephalic I _______

-lial,t r,- imanl - - ----------- -- ______ ________

Tratis-soplt. (nlon-Cardiac) I [I_____ _______

MUlslos ke. (Conveno) F' 1 } P Nt oe2 ,6i
NI tsca lo-skcl. (Stirerfic.) p I, P P _____ I Nowe i Note 2. 5. 6. 7. 9

iti-lummial 11_________ _______________

Offer (spec.) ________

Carditec AdultI____________

Cardiac Cartlite Pediattic _______ __________ ____________

Tran-esphical(Cardiac)

Oilier (spec )

Pcupliciml Peliplicra Vessel 1, 1, 1,__ P Note I Note 2, 5,6,7, 9
Vessel Ot0tcr (spec.)

NewC% i ncliettion: l' preCvioUSly c[Clea CCby FDA K 102065: E= addud Udo, \ppenidix Ei
.Additionartl Coctirmictts:

Color Dopipler includes Power (Amplitude) Doppler
N ote 1:13/NI , W"PaC W 3Colr Do pplIer. B/Color Dnt oil I XV 0, 13/Pow uer Dopplcr1 PXVD, B/Cou 010 r 00 ,' tCoo ItN
Notc 2: ITeGLadeCS ittiiatty gruidance of biopsy
Maec 3: Ittcludes iniertilitoV monitoring of follicle developmtet
Notte 4: Color MI-tode
Note 5: For examtnplIe: thy rid, pa rat hyro id. I, east. so rotu an d pen is in adult. ped iatric and ntconttta I patients

toic 6: \bdoti niia ttz i rns atid pen ibheral vessel
Note 7: Tissue I lantionic Itnaging, (TI-Il)
Note 3: CID minnn
Nt'c '3Pattortamic ,otaumno

Ctnacorre nee of CDIRl-, Office of In Vitro Diaginostic Devices (QIVD)
Presciption Usy (Per 2 1 CFR 81,109)

(Division 5ign-Off)

Division of Radiological Devices
Office oflIn Vitro Diagr~stic Device Evaluation and Saecty

Indic~ioa forUse$ection 1. 3, page 65I10K



Spec ii Iil4K) Sfl'KO0ACF R- Dn!tttztic Lultasound Sset

DIAGNOSTIC ULTRASOUND INDICATIIONS FOR USE STATEMIENTC

510(K) No.
Dei) Na% 1CC M eII : [.15 0 12/ 10 or us C Li LIhI SC) N0 A C I - R 7
InIAM eCIC USe: [)iaano0Slic LtlsIS ndI tuig~i1itI1C0-1 or [idCI [0Lo% a Iialv;s s oFI t IIe hu inan b o dy -s Io [Iows:

CIiietI Apl icatitti NIeLC 01 Ojcienli ( fCLttIclticsinitleous B-tootle)

'iec ... . Specific N PWD CVD Color11' Cottn'iin)' 'die
TIcp-ak Ioiily) M (Thl I il I & 11 D________ e. (Spec.)

Fetal (See Mole j)I ___ _____I_______ ____________________

uiii-opemii e (ee Vwe N)1________ .______________
Fetal ltiitgittg [tttt-operat1ive:(eio)I_________ __________

k Other Ped'aurip PP 1,____ 1,______ F Notw L T Note?, 5.6.b7.9
sllOmnii lSee Vote 51) [ll I [ i Note I Note ', 5. 6. 7. 9

ltns-'eetal [ _____[________________

Totits-esuph. (non-Cardiac) -I ____I_____ ________

NIluscelo-skel. (Colnvent.) I I ___ _____ Note I [ Note ' i 6, 7 9
NMusclo-sk el, (Setperlie.l ____[______ Note I Note 5, 6, 7. 9

Cardiac Adul

rtans-eso1,Iteila (Cmtdittc) -____ _____ _______ __________ ___________

Other (Spec I

'CI i phltil Pet therol vessel 1) Lu I _____I______ _______ Nowc I [ Note 2, ,6, 79
Vessel Oilier (Spec.) I I ____________ ____________________

N=new indicution; P= previously clear ed byv FDA K 102065; E= added Under Appendix E
Add itionaol Coimmenrs:

CoIi rDfopplier Ii tltitls Power (Ai itpIi lde) Dopj I
Note I: B/NI B/PWD, RiColor, Dopplei-, B'Color Doppler/P \VD. B/Power Dopper/'PWVD, B/Color Dopper/Cuoo MI
Note 2: Intcltides inagit 11or "u idti ce Or b0ipsy
No ic 3: Includes infertility 11onitoring of follicle developmeint
N0Ce 4: Color NI mode
Note 5: For extliple: thyroid. patathvtoid. breisi, Sciottii and ItCis ill ilult. edilattIe nitd iieTM~ill patietits
Note 6: Abdomtintl oienits aid peiinliil vessel
LNLoe 7: Tist SIltrtImotie111 11l~s:titte (FI-I)
I ote: 83D) mittaeig

Concurreonce of CDR 1I-, Offiee of lit VItr o Diagnostic Devices (01 V D)
Prescition Use (Per 21 CEFR 801.109)

Division Of Radioogical Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

Indications for Use 510K Secton 1 3, pnge?7



at~ee~al Sitif kSONOACEF R7 Dianoic ljltra0'.ttd S'

DIAGNOSTIC U LTRASUI)D IN NDICA IIO'\S 17OR [JSES-ITVI ENT

510('1)!No.:
DevincName: H- l.5-I fD 1for ISe %kit I SONOAC E R7
Intended Use: Dianuttostic ltrasounid itnlaiinu or F1luid How analysis of the human bodyv as Fiollows:

ClinUical Aj phcat'oo n____ Nio~de i orttiottum ltitclcds suttuliatteots B-[ttolc)
Cerltet n5 pee; i fe NI ] I) C\%[) Co'Motbiel ter

(lck i Oly) I (TPracks f S 111) IFDopplr 5  I (pec.) (Spec

Ftali (See !Voe I ____ _____I ________I_________ _____________

Intr1a-uperati cc (See (ons 6) -I______I________

& Odler Petliatric I, J\, Ote i Note 2, 5. 6t, 7.90

Stinali Ormit (See Alote J) pi p p 1,____ Note I Note 2, , 6, 1,.9

Neonatal Cephialic _______ __________ ____________ __________________

Adult Cephaltlie C_____ _______ __________ __________________

Ttottis-s,it oo-iscie

NI tscttlo-kel. (Covn~ [) P , Note I Note 2. 5, .7. 9
Nluslo1-skef (Siuperlic.)i P 1' 1, 11____ ________ Note I Note 2. 5. 6, 7, 9

Intic-huninal I- __________________

Other (spec.) _____ ________I_________ _____________

Cardiac Adult- l _______

Cardiac Cau-ditt Pediatric I
hart-espliaeal(Cardiaic)j I ________

Oilier (spec.) j_______ ____________________

Periphicuil Periplieml vessel j I P I Note I Nt ,5 .7

Vessel Othier (spec) 1-T- I j_______ ____________________

N=new idcadion: P= prev iously cleewred by FDA K 102065: E= added utder Appendix E
Additional Colinienti:

Color DoppnleitludesIIC Powver (Attplitutle) Doppler
Note I: B/NI1, B/PWD, B/Color Doppler, B/Color DopoletoPVD, B/Power Doplltler/PWD, B/Color Doppler/Color N1
Note 2: Ittnclds iagirtt for guidance oft hiopsy
Note: 3includes itnletilint onito, ne( ofiFollicile developmient
Noted4: Color NI-oode
Note 5: For extample: thyroid. pmthvroid. breast, scrouu atd penis in adult. pedlituli anrd neonatal patients
,Note 6: Abdomni nal o vans int petip heial vessel
NOte 7: TiSSue Flarntionic fInm. jg(ilI )
Note S: 3 D inuacicte
Note 9: Pl'tict motKItetmc

Cotncurretnce of CDPFIt. Ofikee otIi Vitro Diagniostic Devices (OIVD)
Prescription Use (Per 2 1 CFR 301. 09)

(Division sign on) C

Division of Rladiological Devices
O~ff ice oflIn Vitro Diagnostic Device Evaluation and Safety

Indlicatiotns for Use 510K I -,\ i2 C (L Secioit 1.3. page: 8



Spoeiaf 4:( Ofk C)NO ACE R 7 D Ier t ellif UI ttOtti It IfS%'C~

I)IAGNOSTIC ULI xSOUNI) INDICATIIONS FOR1 USE STh'EIM [NT

5 [ 0(k) No.:
LDevIcc2 Nan ic: P2D<[AH ImFo usec with SONOAC [3 R 7
IntendedC( USe: Diagt.Mtic LiIIirtIOl~d HIIffriilK or fluid Klo\V iiaIvSis of the hutian body as iF[Iows:

Geev l itll\~lcto Specilic B NI IV6f C\ B Color ICoodinti* Ouf.o<Iie

MTrck I olly) I (Trcks I &V 11 Dpdr'I (Se.)(p

A\bdoitti oa P F, Noe I f Nt .

Stmall Chsatt (See Vote) 5,_____I_______ _________

.AdLtlt Ce1, hal C PI P I t, P + p NtowtI Not,],4

Trnns-,assiaiI

Fnimts-esopdlt. (rrorr-Cartiac ___________________

Nlttseulo-skei. (Cottvetnt.)- _____-___________

Nlu1SCalo-s kel. (SL]terIle.) __________________

Cardiac Adult P P P P P I ote I I Note 4, 7
Cardiac Cardiac Pedliatic P P I P P P . Note I Note 4.7

Pntrts-esoplurgCal ( Ctrtdiae

Pet) plIet,, f etipheriti vesel- ______

N=new indication: P= previously ce ared by FD)A- KI 1)65: E= added under Appendix E
Additional Commnents:

Color Dofpplcr inclutdes Power (AmiiptliUde) flop pler
Nte I :B/NI, 13/P WD, BCola or fit,1,pf. B/Co ittr Do pp let) I'WE), B'Power Dopp))1ct/P WI). B/Color Do pplCt MrN
Note 2: includes Hitii lt LIKIINICC Otf biop)sy
Note: 3frtefttdeS ittfetili[v moniloring o bla001Cief deVelttf)nrenI
Note 4: Color NI-ttode
Notte 5: ri exanmple, tliyreid. lattlytid. breastL serttititt liref pentis in adult. pediiie and nteonattai pttiettts
Note 6: A bdo nitasl o r a ns and pe iinil n 'ess ef
Note 7: Ti ss;ue I lit inonic Inurgim inet ( I1111)
Note 3: 3D imaging
Note 9: 'anormicnt :eitnut

Con1curren1Cc f ClDR-i, Office of Int Vito Diagnostic Devices (01Vi)
Prescription Use (Per 2 1 CFR SI 1.109)

Division of Radiological Devices

Office of In Vitro Diagnostic Devie Eva[luation and Safety

Indications for Use slK flfl -MC Section 1.3, page 9



DIACNOS'l IC t:I.T-RASoLJND INDICXVFONS [-ON UJS[STATEM NV

5 10(0k) No.:
Dcvice Name: 3DC2-6 f01 uIse With SONHOAGE R7
lIlleimed Use: DiaLOOStic ultraSOLHIld mlaljIM- Or 1Luild flOW aalyIS Of [Ile 1LL.mail bocy as flollows:

Clerical Applicaion %1inie (11 0Ccotit flieits SWitLlriell- met d
Ceticiti Spti-eie 13 NIM 0 jD CS DWrr LI C Orliorbm

FewtIlSev Note3 P I I P ______I P Note I Note 2. 7,.
AIJoiia in I) I p____ _______[_________ Nore I Note- 2 .,S

& Ollier Pedi atic PJ I I, P oeINi3,76

Adult Cerililie c__________ ____________

1i I[ I I-LI C it I }U I_________

fl'lins-cesi. (1roir-CaiinielI_____

NILISCulo-skel. rConvcmi) - ___ ____

N~iUsclo-s;kelcSpri.I (Ipc tic.)_ ________I___________ ________________________________

Cwiric Adult

Cardiac Cardiac Pedjooje

Vessel Othert (spec.) 7
IN7ewv iodieciion: P= prevliously cleared by FDA [02065: E= added under Appendix E

Aditi{onal Commtirs:
Color Do pplier inciltites Powe r (Ai opi Lld e) Dorplir
Note i: B/M, I. PWI) EtC ole Do1, pler B/Color Do pp [em/F' SM, [3/PowCr D,' ip~Ie/PWSD, B/COo o DoppirColor Mi
Note 2: lielICIes li .. u a [ or ,u Li i ncciC ut b iopsY
Note 3: 1JCI U 1el inetty tm1 iiir1t-iOI c 11 jriC I C deCVeClCpr I I Cot
Note 4: Color MI-mrode
Note 5: For example: thyrioid. pantiyrid, hi-east. seiono and peni in adult, pediatric arid neontal parents
Note 6: A bdomna onIo lti s and pen alien I vesel
Note 7: Tissue lI inrroic huotmr (TI I I)
Nrte S: 3D urriniei
'Note' I) Paorro m lic iltijidt1Tt

ConeCUrenee of CDIRIH, Office of In Vitro Diaignoscic Devices (OIVD)
Prescription Use (Per 21 CFR 801,.09)

(Division Sign-off)
Division of Radiological Devces

Office of In Vitro Diagnostic Dece Evaluation and Safely

lirdienitions for use 510K U (-Iu(q f Seet oin 1.3, page 10



DIA-GNO0STIC LTrRASOUND I!NDIICATIONS FOR USFI SiATF> I ENI"

50(k) NO.:
Device Name: 3[l- D -1 fT ro use with SONOACE. U
lttciled UsC: Dittssto&Lic LIlILISOLIIDG itivicilie or 11lid fHow aimlvsis olLli thlhimml body as follows:

Clinical Ainplisttion Mode 1101 It O tIio I( '1nC-Iude CSIIlIttIlIl tt s CI LL iI-11n1deC

[rfklnii [icks I 11 Clo I ai S:ic I

Fetil (Se VoteS 1) _____ Nolte I Now 2 , S
A1limiid P P1 P P Nel [ Ioe

Fetal l mi-imo Laiicopoi

xK Oie 'etdiatnec [, 1 P }P NOte I N OWe 7. S
Small Om':'n (S'e Voe j) ____I______ ________1 _________.

Adul Cpliahc- 1 _______ __________ ____________ __________________

Trains-esopit. (non-Cardiac) _______ __________ _____________

NMUSCUlo-Sket (Convent.)

Cardiac Aduliidi____ I ___________

Cardiac Carac PediatricI _____[ _______ __________ ____________ __________________

frems-esoplingcal (Cardiac) I___________
Other (spec.)

N'= flew indication: l'= Previ otisly cleared by FDA K (102065: E= added under Appendix E
Addition al Cominns:

Color Doppler inclodes Po,,er(Ainpliludci Doppler
Note I: B/NI B/PWD, BiColor Doppler. B/Color 0opp lcr/PWD. BiPower Dopple/[')W D. BfCotor Doppler/Color %I
Note 2: n[liCods itItite , or guidaitee "f bio01)5v
NoteS3 Includes iterlirv Ilnonlitorin 0ol bliclhe de-velopinlen
Nowc 4: Cii> M-mode
NotcS 'or[ ex a i I ple: thyr Vo id, pitttI tt IyrnIIl IFi-ea s, %;oi,; 101 n 1 id penli s ill adulIt, p)ediatrIc iI ld 11coitltaml patients
Note 6: Abdomtinnlal-gatand ipnpicril vessel
Note 7: Ti.Sstie Hanuonic hlagna, (fli)
NoweS: 3D ililacinq
Note 9: Panlormic imntiVnu

Con co crence of CD RI-I, Of lice of [in VitIra Diauginostic Devics (01 V D)
Prescription Use (Per 21 CFR Sol.109)

(Division Sign-Off.) >
Division of Radiological Devies

Office of In Vitro Di-agnlostte Device Evaluation and Satem7

Indications for Use....... 510K-i I~ I Section [.3, paige ItI



I'CLI~~~~ t\l Th Ik (\(E VM iaio IL; Ll w! Se-neat

DIAGNOSTIC ULTRASOUND INDICATIONS I-OR USE STATER! [NT

Device IName:(f C2- 5 f01 LISC With SO NOACE R7
iende:d Uise: DiauiosdeC Ultrsoun1d 0main or fid flow% analysis ot the human bodv as Follows :

ClinlicaApplication INode 0 of1peratin (>nlit!eies .s,,,MICUteutS ll-11oulc)
Geroeld specific B] NI]I'VM C' Colorl bile&l Other

TIc frtc lv (Thicks I ; [fi I I I IDP' Ste) ] (ocI

Fetal (See Note ) 7 \I N7 ______I N Note I Notes 1 7.S
Abdotii~tiil NI \1 N\I N Note]I Not, ys 23
lIotill-opcriaivc (See sNote 6) 1________________

teallingiti lhira Ii')Qmlive (N'Citro.) I___
R Oilier PeditlilN N N _______ ole 1 oe 2. i, S

Small lGranl (SteeVote ) _____ _________ _____________

Adult CeplillicI I _____I _______I __________ ____________ __________________

FUC~isi .L l in IICI

Nlusetilo-skel. (SuConvft)

Cardiac Laidija Petliatric1 _____I______ _________I___________ _______________

Thlis-esophageal (Cardic)I _____I______I _________I___________ _______________

['en plruml Periphlien! Vessel - I________ _________

Vessel Oiir (sIC).II I________ _________ _____________

N=new inidicationt; P preVIQtisl' cjlare by FDA E- added tider Appendix E

Addil (Hial ComnmentIs:
Color Dopp)[l FitieLAlS 'Owervc (Akiiplilitle) Doppler
Note I B/NI. B/P WD, B (Co [or Do pplIei. B/Color 001)1)1e/P WD, IA / I'wc rDo pp Icr/P nTW BiCoicr DopjplI r/Co [or M
Note 2: Includes omam.t or guidaeof'biopsy
Note 3 : Includes infertility otoigolllcedelpen
Note 4: Color Nt-mode
Noe 5: For zxaiiplc: thyrioid, plinitltvmid. breast, scrotum aid penis ill adult, pediatric Mid neConata1l aires
Nr t c 6 : Abdoinina I orpi its aer i ii plien, I vessel
Note 7: Tissue, Ffanitonic limaging InI 1)

Not 3 D ... aginiz

Coticurrettee of CD-I, Office of Ini Vitro Dmapoosrie Devices (CIVO)
P reseri ption Use (Putr 21 C Fk So I 109)

- Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation andJ Safety

Indications for Use St0K ~ II L eto t ae1



)A( !- R- D1,wil,11C t ; 1;1!

DIAGNOSTIC IA-TRASOUM) 1NDICATION-S 1, OR USFS I ATEIVIENT

O L-) No.:
Dcvicc Mime: C-4-91/tOLD [01- LISC with SONC)ACI- R7
fIlLC1lC1Cd Usc: MiL-mostic ultiajQ1,111d HIILI ,HlLl (H [IL11(i analysis oCtlic human budv 1" 1 )Iluws:

clmic'd Applicalloll MUCIC 01

11 '%1 1'\VD C-" 1)

ophill:tImic OP1101,11.1lic

Ferd (See vole j) P 1, I Not,;; 2, 8
Abdominal P J, 1, Nc)t,, 8

(See Note 6)

illull-opumu"C

F-Ital Ilmleintz Lapatescopic

S: OtIm N diamc P P 1, NCic I Not'i S
S I lia I 10 , 'ml isce Note j) P Note I Notes 1. 3

Neonatal Cephalic 1, Nwe Nutcs 2, R
ACIll1L CCI)IILIII

Films esuph. (non-Catchac)

LML'ICL.10-skul. (Colivelit.)

\1IUSCLli0-iW (SLIOCT11C.)

1llL[e-IUllltll l[

OtIm ( P'C.)

Cualinc Adult

ca'di lc Cardiac Pediatric

Tmr-e ophngeal (Canflac)

0[11I (splc )

P'nplictlij Putplic[ml VCS,,C1 p 1, M'w I Iotcs 2. S
%/Cssci Odic, (SpLc')

N- tie", indication: P= previousiv cleated bv FDA K09371.I: E= lidded LHICIci Appendix E
Additional Comments:

Colo, Dopple; iuclude Powcr(Alllj)IiLtL(IC) Dopplu
Nwc I : B/M, BWWD. BiColor Dopplei. B/Culor DppIIiJI'WD, BPo, l Dopplui/PWD. RCofoi Dopplelicob, M
Now L mludcs injoiniz, Cot guidance of biops,
Note 3 IFICILL(iCS 1111W 111tV MOT11101 111" Ili I011ltIICtIVTIUj)[lWllt
Note I Colot M-11lod,
M ,w 5: Fol exampe. lli roid, panithyroid, bicasi, sulumill, mid pullil ill adlIt. pedia L11C tilld lcollllt tl mllIllts
N,,e 6: Abdominal iligam aild peTipliunil vessel
,\,e 7: IISSLIC IfIlU110711C [MM'D.liz ( I'FfI)
Nozc 11. 31) mill-ill-
Note 9: I'allontillic illill6lit

C011CLU leflCe C)F CDR1 1, UI jCC ni' 111 Vilio Dilignostic De\ iccs (0IVD)
PI U. el i1woll U'C (Pel Cr Z Q ) I I 0Q)

(Division gign-Off)
Division of Racoological Deices

Office of In Vito DIagnostic D"ce Evaluawn and Safety

111dicatioils [oI Use 510K S"tior 1.3, page 13



DIA GNOSTIC MIAS()A[ ) INDICATIONS FOR USE Sl*-XTL.NEV

510(k) No>
LDevice Na tie: L N5 -12 Ao use wij r SO NOACE 11V7
[ateuIded Use: Dtapiostic UkraZsound [maciinc or fluid (low anais oF th human body as tl lows:

Cliical .Aplrdic:,iiot, WAN___ VI( 0 OpeodtOii (*ThiCItOles ;itulttAfCOtiS FI-11udej

______S)CRI B N P WI) CW ['YBc Comnoed' or her

Fea oceel (Siee31

irua-opcarijec (See ,v'ow 6) ____I______III

l[It[-OI)Cl-,iti' (Neirrol ___ ____ _______________

& Odier Pinliaol~c Now' I i INts2.6

Siroe! Oncean (Sue;%ore 3 P J , p Noew I j \Notes 2,5,6

Thrrsl-cs 1 ,h (onCirda I f ______ P Now______ I Nunn_________ 256__________________

Museule-skcl. (onentj P, P 1, Note I Notes 2156

Cardiac Cardac F'ediartric _____ _______ __________

Other (spec.)I II_________ __________ _______________

Peciplici-al Peripheral vessel p _______ Noie I Noews 5,6

n wv indication: P= previouIsly clered by FDA, K103722: E= added under Appendix E

Additional Comments:
CQoo Do p p Ir inucl udes POwer ( Anip iniecl Dopp Icr
Note I: BRAI , B) P W , BCt.' b Dopm pirBiolor D)i ''pic;PW 51. '"'oet Dowc,1 P WD. B(Co or DopplIeuCo or NI
Note 2: OInCds irugiog [or gidanlce 0iips
Not 3: Oiedem iiliity iroirio OF Follile dovuopurein
NOte 4: Color 'd-IINI~C
Not 5: For exampl tyroidaatroid. beviatSeritti anid penis in alt p ediacnd1( tintiit patients
Notw 6: A bdoinn il organis antl lciip~wem vcI ystl
Note 7: 1 iss ue H armori Ie Iaaing (1HIl)
Note S: 3ID 'ragin
Nowe 0: PallOoralrn iritiniti1,

Comerncc of CDRI-. 010cc ,iI n Vitr Diagirrti Devies (O[N D)
P'res a ii tion Usc (Per 21 CFR, 80 1. 109)

(Division swgnUGh
Divisiorn of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation arid SafetY

lIndications One Use 510K LFSection I.3,.page 14



I) l G NOSTIC ULTWXSE)(NDf I ND! CATIONS [OR US A SAE I[NI

5 10(k) N).:
Dcvic Nimic: I'3-7AC Cor usc \Vi~n SONOACI7 RK7
Intelided Use: DiinunuISrIC U1lti[SOiLnd 1i112UI11fLL o1r fluid floW analyis Of 111t h ima bodyV ',S L'IloWs:

Clinic.1l Al~doliinco Modc tO Operation (IRU& fnldssiIitiIUlO'us B-mo1del
Gienera Sjieciii-z B NI PVD CVD Colori C,;IIbijicdt  Other

(Trackr I Ott;) TrIacks I & 1i1i ['j I op,r 1S pee. (pe

Fetaliti lit1a it ot, I NoteNs~ 31 I _______} >7

[cut-oeraive(See .Vowe6

Neonatal CcphalicI _____ _______ __________ ____________ __________________

Al Cepiai1c P I' P 1- P j Note I Note 4, 7

Toi11ns-Csopli (cIcic-Cmai _____I_________I- I

Cahc Cardiac Audili t'II Note I Notcd1, 7

Irans-copligcil (Carditac)j _____ _______ ___________

Otlier (slice.) I_________ __________

Peripherial Periphecral veiselI _______ __________ ____________ _________________

Oesel it ('spec.)IIj_______

N= uiewe iradicac ion: P= pre% iouslI cleared bv FDA K0)93 71 1: E= added uinder Appendix E
Adiinalu Comments:

Color, Do1, plere I odes1 lowerC (Ani , i od) Dopple1r
Note I: B/,\,, B/P (VD, £3 Co U r Do pplcen B/Color DoppI 'I' IcP (V B/ 'ow cr Dopl e /P (D0 B/Cco Inr[o [IpIer/Color %I
INoteC 2: InclUdeUs iici:1,giiig [or gladlcee .ckiop
Nor,3e1S: KC Ecclreitbtlityv111011401 irlg o f IbiliCIc derelopiieC[L
Note 4: Color N-mode
Note 5 Fore xttii 1,e: thyroid, iatlti, breast. seomo andt penIs it] aclUlL 1)Cditoc jttitI IieihiiittLI [itieliLS
Note 6: Abdonrinnl oigiiiis anid pet iphtetal vessel
No te 7: TissUe Ilariunc licagino (THll)
Note S: WD ing~"
Note 9: 'cuomicuic iiiiaciiie

Con1currenceO lCD[UI, Oftfice of Ji Vitro Diagnoistic Devices (OiVD)
Presciipljim Usc (l'e- ? I CFR 301. 109)

(DsionSgn dr -
Division of Radiological Devices

Off ice of In Vitro Diagnostic Device Evaluation and Safety

IdctosFrUc5101 -tL " Section I.3, page I D



woal c W~k, I i )AC ER f, I7 ec~it Uo ca-it111ad Sscer ii

DI 1AGNOSTIC IiIAso U ND) IND ICAT IONS FOR I iAE ENT

5 1 0(k) Wo.:
Vic& Mtamac 304-91LS for lise teid1i SONOACF R<7

fliitncd Use: 1[)iaeiloSiie UfLruS0.l11d lsU11in,_ Or flud fnow aiiovsi of Lile hiumvan hody as foW s:m
(liiii~~~cI \oplw iucrci Motide of c ltiur ('iacilrle ictl:iici Iicc

Cpioc ' alan iceii <X XB C r'iibickOle

(2ncek I utile) f ciA Mox II) _____ _______ _________Spc

ftcilcccci 'ac ______________ ________________ _________________________

[cd/S o t3) -,u____I ____ I _______ ISC ___________ I ______)___

,Xiu oiciiiI_______ __________ ______________I________________ ____________________________

Ieta op[hua(XcgXm= )1 _________________

O h l iin -n rciv N ci )_________________ ___________ _____________ ___________________

'li i d 'is-ecw I Mj PTl- 
IF"."gWp P NoIcNwi,

fIvincs-esoph. Inoncc-ltdiac) I____ _____ _______

c\Isoctlo-skeI. (Coinvent.) I_____1_______I_________

Oil icr (specoc

Caict (lCadiae PedtriceI _____I________

Vcctcs-eso~mlc:I (CaccNc) r______I
Pccildel-cl Periilico a sel

Vessel Oilier (spec.)I
N= ,iew iiiiuliic: P= preVWIousl e[eaicc by Id Kr1093 71I E= added un dei \ppecndix F?
Addiionalc Cotccrcuerts:

Color Doppler includes Power (Ainpliocdun Dopplei
Notce I: RI, B[I'XD. B (Color Dopo plc;BrColui, Do pp lt WI). B!PWer D"oppI i)P V. BCo or Do ppl e-iColtr NI
'rote 2: Inclates Icccceia iar cmiclac oi biopsy
Note 3: Icreltdes icckoclicv drorulitning of Ibiele dcvelocccec
Nowe d: Co lor AX' -cndo
Nw 5: Fo e"auirilk tivioid jicctli-oicl breAs. Seccctcimi es Ki mcdlt yedctti rid cioncii [nitcils
t\

1
w 6i: M)lcclccrcicc I cg:'uns trd 1)eci Il l esel

Netic 7: 1 tai lcrote lcncczic w iu (fI 11
Ntie 8 3D ainctlt

Notew 9accocmcocc ccmicce

Coicurr-ecce ofCDl~ M - tine of 10 Vimr Dianostic Device (0 VD)
hci Irinc Usec (Per I2I CFR 301.1109)

(Division SigOOf)
Division of Radiological Devices

Offce of In Vitro Diagnostic Device Evaluationl and Safety

I n d i c a ti o n s t o t U s e 5 1 O K _l S e c tio n 1.3 , p a g e 1 6


