
Model PrOloaad 1 SlO(K)Aloka Co. Ltd. 

Diagnostic Ultruouncl Iudieadons for Use Form
 
USf-945B-5
 
(K9OO805)
 

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis ofthe human body as follows: 

N- new mdlcatlon; P= prevIously cleared by FDA; E- added W1der AppendiX E 

Mod.. oropentiOD 

Cli.ical Apptic:atiOD A B M FWD cwo Color Amplitade Color Combiaed Other 
Doppler Doppler Velocity (specify) (specify) 

I..ap... 

OptballDlc 

Fetal p p Sec Below 

Abdomiaal 

Intraopentive (specify) 

Intraopentive Neurological 

Pediatric 

SlIlall OrgaD (specify) 

Neonatal Cepbalic 

Adult Cepbalic 

Cardiac 

TnalllOpbalQl 

Tnasreeul 

Trauvagillal p P See Below 

Tra....retbraJ 

Intravascular 

Periplaenl Vucular 

Laparoscoptc 

MuseulcHbletal 
CODvcotiotlal 
Museulo-slteletal Saperficial 

Other: Gyaecololieal p p Sec Below 

.' 
Additional Comments: Mixed mode operation includes- 81M 

(pLEASE DO NOT WRITE BELOW THIS LINE • CONTINUE ON ANOTHER PAGE IF NEEDED>
 
Concurrence ofCDRH, Office of Device Evaluation (ODE)
 

Prescription Use (per 21 CFR 801.109)
 

(Division Sign- ) 
,Division of Reproductive, Abdominal and 
Radiological Device~ L 5 Ll 48
510(k) Number I, 0 Q P ::J 

I ?::JI 



Aloka Co. Ltd. Model ProlOaad 2 51O(K) 

DiagDosti&: U1trasouDd IDdieatioDs for Use Form
 
UST-974-5
 
(K910153)
 

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis ofthe human body as follows: 

CliDal Application 

Modes ofOpentioD 

A B M PWD CWD Color Amplitude Color Co..biaed Other 
Doppler Doppler Velocity (specify) (specify) 

Im.,lug 

Opthalmic 

Fetal 

Abdominal 

lanoperative (specify) 

[atraoperative Neurolo.ical 

Pediatric: 

S.aU OrIa. (specify) 

NeoGatal Cepbalic P p See Below 

Adllit Cepbalic 

Cardiac 

Tra••esophapal 

TraDIrectal 

Tra.lVagl.al 

TraD.retbral 

Intravascular 

PerIpheral Vueutar 

Laparoacopic: 

MlIlCuio-skeJeUl 
CoDventioaal 
MuacutCHkeletal Superficial 

.OtIIer: 

N~ new mdlcaDon; P:: prevIously cleared by FDA; E- added under AppendIX E 

Additional Comments: Mixed mode 0JlC0lti0n includes- BIM 

(pLEASE DO NOT WRITE BELOW TIJIS LINE - CONTINUE ON ANOmER PAGE IF NEEDED> 
Concurrence ofCDRH, Office of Device Evaluation (ODE) . . ~Ifni! ~1'reKription Use (Pe<21 eFR 101.1(9) 

(DiviSion Sign~ 
Division of Reproductive, Abdominal and 
Radiological Devicesl~ LJ 49 
510(k) Number -l~ Q]: 3 ~ 5 .:J 



Model PrOlOaDd 2 510(K)Aloka Co. Ltd. 

Diagnostic Ultrasound Iodications for Use Form
 
UST-981-S
 
(K900805)
 

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis ofthe hwnan body as follows: 

Clinical Appliation 

Model ofopention 

A B M PWD CWD Color 
Doppler 

Amplitude 
Doppler 

Color 
Velocity 
lmagiae 

CombiDed 
(specify) 

Other 
(lpKify) 

Opthalmic 

Fetal N N See Below 

Abdominal 

Intraopcnltive (specify) 

Intraoperatiye NeurolOlieal 

Pediatric 

S..all 011" (Ipedfy) 

Neonatal Ccp"aUc 

Adult Cep"allc 

Cardiac 

Tnlnlelopha.ea1 

TnlDlnctal 

TnlDlVarlul N N See Below 

.TrailUretilral 

latraYaKUlar 

Perlpberal Vascular 

Laparoacopic: 

MUlClIlo-skeletal 
COIIyentioual 
Muteulo-skeletal S.perficdl 

OtIIer: G)'oecoJorial N N See Below 

-N- new mdlcatlOn; P= prev10usly cleared by FDA; E- added lDlder Appendix E 

Additional Comments: Mixed mode operation includes- 81M 

(PLEASE DO NOT WRITE BEWW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 
Concurrence ofCDRH, Office of Device Evaluation (ODE) 

Prescription Use (Per 21 CFR 801.109) 

(Division SigneD 
Division of Reproductive, Abdominal and 
Radiological Devices)~ Q'2..:)5 Ll 50 
510(k) Number ---!._~~O~o~w~'=:-.L-.. -­



Alolul Co. Ltd. Model PrOlouDd 2 51O(K) 

Diagnostic Ultrasound IDdicatioas for Use Form
 
UST-5512U-7oS
 

(K86I538)
 

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis oftile human body as follows: 

CUaical Application 

Modes ofoperation 

A B M PWD CWD Color 
Doppler 

Aaplitude 
Doppler 

Color 
Velocity 
[maginl 

COlllbiDed 
(specify) 

~er 
(specify) 

OpthalmiC 

Fetal 

Abdominal 

Intraoperative (1JPeCIfy) 

[ntrlloperatlve Neurological 

Pediatric 

SlIIall OrpD (.pecify) p P See Below 

Neonatal Ceplaalic 

Adult eepla.Uc 

Cardiac 

Traasesop.a.ea1 

TransredaJ 

Trusvagllial 

Traasarethral 

Intrllvuealar 

Peripberal Vucular P P Sc:eBclow 

LaparOicopk: 

MUSC8Jo.,.bletal 
Conventioaal 
Musc:ulo-sketetal Superficial 

Other: 

. . .
N= new indIcation; P= preVlOUSIy cleared by FDA; E- added under Appendix E 

Additional Comments: Mixed mode operation includes- 81M 
Applications: Small Parts- (breasts, tests, thyroid, etc.) 

£PLEASE 00 NOT WRITE BELOW THIS LINE - CONTINUE ON ANQTIiER PAGE IF NEEDED> 
Concurrence ofCDRH, Office ofDevice Evaluation (ODE) 

Prescription Use (per 21 CFR 801.109) 

(Division Sign-Q 
Division of Reproductive, Abdominal and 
Radiological Devicesu... . 
510(k) Number r ,08()~S4 

51 



Aloa Co. Ud. Mode! Prosoaad 1 510(K) 

DiagDoItie Ultnso.ad bldicatioas for Use Fona
 
UST-SS51
 
(K861S38)
 

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 

Cliliial AppiiatioD 

Modes oroperation 

A B M PWD CWO Coler 
Doppler 

A.pIitade 
Doppler 

Color 
Velocity 
1ma&i~1 

C~.ed 

(.peclfy) 
Other 

(.pecify) 

OpttWaalc 

Fetal 

AbeI_i.al 

I.tnopentive (specify) 

I.trae,...tive Neurological 

Pediatric 

Small Organ (specify) N N SccBclow 

NeeDaml Cephalic 

Ad.lt CepUllc 

Cardiac 

TrallHlOphqeal 

Trallll'ectal 

TnDIVqiul 

Tnasurethral 

latn"ucular 

Periplleral Vucular 

Laparosapic 

M.......keleml 
Co..ntioaal 
MIIICU....keletal SuperfICial 

Otber: 

.N= new indication; P= preVIOUSly cleaMd by FDA; E= added under Appendix E 

Additional Comments: Mixed mode operation includes- BIM
 

Applications: Small Parfs. (breasts. tests, thyroid, etc.)
 

<PLEASE DO NOT WRITE BELOW nus LINE - CONTINUE ON ANomER PAGE IF NEEDED)
 
Concurrence ofCDRH. Office ofDevice Evaluation (ODE) 

. Prescription Use (per 2] CFR 80l.J09) 

--:------ ~ ~(Division Sign-Off) 
Division of Reproductive, Abdominal and 
Radiological DeVices} L cl 52 
510(k) Number '"'\ 0 ~ 3 :;;)5 ::l ­



Aloka Co. Ltd. Model ProsoIIld Z 51O(K) 

Diagnostic Ultruound Indications Cor Use Form
 
UST-5711
 
(K861S38)
 

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis ofthe human body as follows: 

Clinical Application 

Modes or operation 

A B M PWD CWD Color A.plitude Color Combined Other 
Doppler Doppler Velocity (specify) (specify) 

Imaging 

Optllalmlc 

Fetal 

Abdominal· 

Intraoperative (specify) 

Imraoperative Ne.rololJeal 

Pediatric: 

S.all Organ (specify) N N See BeLow 

NeoRatal Cepllalic: 

Adult Cephalic: 

CardilC 

TralllllOpha..1 

Tr••srectaJ 

Transvaclnal 

Transurethral 

Intravascular 

Peripheral Vascular N N See Below 

Laparoscoplc 

Maseuio-sUletai 
CODvlntlonai 
Musculo-tkeletal Superfic:ial 

Other: 

(Division Sign-O 
Division of Reproductive, Abdominal and 
Radiological Device~ =:: ~ 5 c{ 53 
510(k) Number ---.r..b:...:u.O...L!8.!..~~d=..;;;.....J---



Aloka Co. Ltd. Modd Prvsouad 1 510(K) 

Diagaostic UItnuoIIad Illdicatioas for Use Form
 
UST-582o-S
 
(K84OS4O)
 

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis ofthe human body as follows: 

Moda ofopentioll 

Cliaical AppliatioD A B M PWD CWD Coler AapIitade CeIer c..biMd Other 
Doppler Doppler Velocity (specify) (specify) 

IlUgiaa 

Optbalmic 

Fetal 

AbcIoaai••1 

Iatnlopentive (speeify) N N Sec: Below 

••traoperatiw N..rololical 

Pedi.tric 

S••II Orp. (Ipecify) N N Sec: Below 

Neoaatal C.alle 

Adliit CepIt.lie 

Cardiac 

TnlllelOpbapal 

TraDlrktal 

Tra.lYagiaal 

Traasuretltral 

IJlfravaseular 

Peri.....1Vue.lar 

Laplroscoplc 

MucilkHIleIetIIl 
Coavea6oul 
M.sc:......keletal Superficial 

~: 

. .
N= new indication; P= previously cJearcd by FDA; E= lidded under Appendix E 

Additional Comments: Mixed mode cmeration includes- 81M
 

Applications: Small Parts- (breasts, tesIS, thyroid, etc.)
 

<PLEASE 00 NOT WRITE BELOW nns LINE - CONTINUE ON ANOTHER PAGE IF NEEDED>
 
JlC1DTCIKle ofCDRH, Office ofDevice Evaluation (ODE)
 

Prescription Use (per 21 CFR 801.109)
 

(Division Sign­

Division of Reproductive, Abdominal and
 
Radiological Devices,L 15eJ 54

510(k) Number r ,0~ ~o< ~__
 137 



Aloka Co. Ltd. Model Proso..d 2 SlO(K) 

DiagDostic UltrasouDd IDdications for Use Form
 
UST·9111-5
 
(1(910153)
 

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis ofthe human body as follows: 

.Clinical Application 

Mod. ofoperation 

A B M PWD CWD Color Amplitude Color Combined Other 
Doppler Doppler Velocity (spedfy) (specify) 

Imaling 

OptlialDlic 

Fetal 

Abdominal 

tatraoperatiYe (spedfy) N N SceBelow 

IntraoperatiYe Neurological 

PediJItrlc 

SOlan Organ (specify) 

Neonatal CcpuUc: N N SceBclow 

Adult Cepbalic 

Cardiac 

Tralliaophaleal 

Yra.snetal 

TransYaglaal 

Transurethral 

Intrayuc:ular 

Peripheral Vuc:alar 

Laparoscopic: 

Muc:a..keIetal 
COlIVentionat 
MUKulo-skeletal Superficial 

Othe.r: 

N= new indication; P= preViously cleared by FDA; E= added under AppendIX E 

Additional Comments: Mixed mode operation includes· 81M 

Applications: Intra-Operative-(Liver, pancreas, gall Bladder) 

(PLEASE 00 NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED> 
. Concurrence ofCDRH, Office ofDevice Evaluation (ODE) 

Prescription Use (per 21 CFR 80 J. )09) 

(Division . n-Off) 
Division of Reproductive, Abdominal and 

55
Radiological Devices]~ '"' C '15 rJ 
510(k) Number _~ C 0 30<. .:L__ 



Alalia Co. Ltd. Model Prosouad Z 5UI(K) 

Diagnostic UttrasouDd IDdicatiODS for Use Form 
UST-9137 
(K9OO805) 

Intended Use: Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows: 

Clinical Application 

Modes ofoperatien 

A B M PWD CWO Color Amplit1lde Color. Combined Other 
Doppler Doppler Velocity (.pedfy) (specify) 

Imalllll 

Opthalmic 

Fetal N N Sec Below 

Abdominal N N Sec Below 

Intraoperative (.pecify) 

IntraoperatiYe Neurologiul 

Pediatric 

S..all 0"0 (specify) 

Neonatal Ceplaallc 

Adult Cepllalic 

Cardiac 

TranltlOphageal 

Tra.......1 

Transvagl.al 

Traniaretbral 

Intfavueular 

Peripheral Vucelar 

Lap8l'01Copic: 

MUlCullHkeIebIl 
Conventional 
MuscuJo.skeletal Superficial 

Other: Gy8ecOlolical N N Sec Below 

N= new indication; P= prevIously cleared by FDA; E~ added lDlder AppendIX E 

Additional Comments: Mixed mode operation includes- 81M 

(PLEASE 00 NOT WRITE BEillW JlDS LINE· CONTINUE ON ANomER PAGE IF NEEDED> 
Concurrence ofCDRH, Office ofDevice Evaluation (ODE) 

Prescription Use (per 21 CFR 801.109) 

(Division Si -Off) 
Division of Reproductive, Abdominal and 
Radiological Devices ]' ~ ~ 5 rl 56Q 

5tO(k) Number .J:)D 0 -J :1._­



Aloka Co. Ltd. Model Prosollnd 2 510(1{) . 

1.3.2 New Indications for Use: There are no new indications for use. 

1.3.3 Previously Cleared Indications for Use: 

The ProsoWld 2 diagnostic ultrasound system and its transducers are intended for use in diagnostic 
ultrasound examinations. These ultrasound applications and indications for use include: Gyneological, 
Fetal, Peripheral Vascular, Cardiac, Neonatal Cephalic, Small Parts, Intra-operative, Transrectal and 
Abdominal applications. 

The Prosound 2 has the same indications for use as its predicate - Aloka SSD-SOO (K910153) and other 
market cleared systems and transducers manufactured by Aloka. 

Promotional infonnation for the Prosound 2 is provided in Appendix D of this s~bmission. 
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