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510(K) SUMMARY

This summary of 510(k) safety and effectiveness information is being submitted in

accordance with the requirements of SMDA 1990 and 21 CFR §807.92(c).

The assigned 5 1 0(k) number is: ______

I. Submitter:
Shenzhen Mindray Bio-rnedical E'lectronics Co., LTD
Mindray Building. KeJi 12th Road South. Hi-tech Industrial Park, Nanshan. Shenzhen.

518057, P. R. China

Tel: ±86 75 5 2658 2888
Fax: ±86 755 2658 2680

Contact Person:
Zhai Pei
Shenzhen Mindray Bio-medical Electronics Co., LTD
Mindray Building, Keji 12th Road South, Hi-tech Industrial Park,
Nanshan. Shenzhen. 518057, P. R. China

Date Prepared: September 27, 201 0

2. Device Name:

DC-7 1)iagnostic Ultrasound System
I)C-3/DC-3T Diagnostic Ultrasound System

Classifica tion
Regulatory Class: II
Review Category: Tier Ii
21 CFR 892.1550 Ultrasonic Pulsed Doppler Imaging System (90-IYN)
21 CFR 892.1560 Ultrasonic Pulsed Echo Imaging System (90-IYO)
21 CFR 892.1570 Diagnostic Ultrasound Transducer (90-ITX)

3. Device Description:

The 1)C-3)/DC-3T1 Diagnostic Ultrasound System is a general purpose, mobile, software

controlled, ultrasound diagnostic system. Its function is to acquire and display ultrasound

images in B-Mode, M-Mode, Color mode, PW mode, CW mode, Power mode, DirPower
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mode or the combined mode (i.e. B/M Mode). This system is a Track 3 device that

employs an array of probes that include linear array, convex array and phased array with
a firequency range of approximately 2.0 Ml-z to 12.0 MHz.

4. Intended Use:

The DC-3/DC-3T diagnostic Ultrasound system is applicable for adults, pregnant women,
pediatric patients and neonates. It is intended for use in gynecology, obstetrics,
abdominal, pediatric. small parts(breast, thyroid, testicle, etc), neonatal cephalic,

transcranial. cardiac, transvaginal, transrectal,peripheral vascular, intraoperative, urology,
orthopedics, and MUSCUloskeletal (conventional and superficial) exams.

5. Comparison with Predicate Device:

DC-3/DC-3T Diagnostic Ultrasound System is comparable with and substantially
equivalent to the Mindray DC-7(K I01 04 1). Mindray DC-3)/DC-3T (K09194 1) and
Mindray M5(K 102991) 1)iagnostic Ultrasound System. They have the same
technological characteristics, are comparable in key safety and effectiveness features, and
have the sanie intended uses and basic operating modes as the predicate device.

6. Non-clinical Tests:

l)C-3/DC-3T Diagnostic Ultrasound System has been evaluated for acoustic output,
biocompatibility, cleaning and disinfection effectiveness as well as thermal, electrical and
mechanical safety, and has been found to conform with applicable medical safety standards.
This device has been designed to meet the Iollowing standards: UD 2, UD 3,IEC 60601 -1,
IEC 60601-1-1, IEC 60601-1-2, IEC 60601-2-37 ,IEC 60601-1-4 ,JSO 10993-1 and lEG
62304.

Conclusion:

Intended Uses and other key featUres are consistent xvith traditional clinical practices,
FD)A guidelines and established methods of patient examination. The design.
development and quality process of the manufacturer confirms with 21 CFR 820. ISO
9001 and ISO 1 3485 quality systems. The device conforms to applicable medical device
safiety standards. Therefore, the DC-3)/DC-3T1 Diagnostic Ultrasound System is

substantially equivalent with respect to safety and effectiveness to devices currently
cleared for market.
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DEPARTMENT OF HEALTH & HUMAN SERVICES

-G4 ~~~~~~~~~~~~~~~~~~~~~~~~Food and Drug~ Administration
10903 New Hampshire Avenue
Document Mail Center - W066-G609
Silver Spring, MD 20993-0002

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
% Ms. Susan D. Goldstein-Ealk
Official Correspondent
mdi Consultants, Inc.
55 Northern Blvd., Suite 200 NOV- 3 2010
GREATNECKNY 1102]

Re: K102865
Trade/Device Name: DC-3/DC-3T Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1560
Regulation Name: Ultrasonic pulsed echo imaging system
Regulatory Class: 11
Product Code: IYO, IYN, and ITX
Dated: September 30, 2010
Received: September 30, 2010

Dear Ms. Goldstein-Ealk:

We have reviewed your Section 5 1 0(k) premnarket notification of intent to market the device
referenced above and we have determnined 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 DC-3/DC-3T Diagnostic Ultrasound System, as described in your premarket
notification:

Transducer Model Number

3C5A 6C2 7L5
6CV1 6LE7 7LT4
7M4A 6LB7 D6-2
7L6 3C1
I 0L4 2P2



If your device is classified (see above) into either class IL (Special Controls) or class Ill (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 determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter wilt 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 htt)://www.fda.gov/AboutFDA/CentersOffices/CDRH-/CDRHjOffices/ucmI1 1 5809.htrn for
the Center for Devices and Radiological Health's (CDRH4's) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
htt)://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default htm for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

If you have any questions regarding the content of this letter, please contact Paul Hardy at
(301) 796-6542.

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)



Indications' fokr Use
NOV 3 2O10O

51()Numlberi(If? kilown):,

Device Name: DC-3/DC-3T Diagnostic Ultrasound System

Indictitons: For Use:.

The P0-3DC-ST diagnostiulamtrasound system is applicable for adults, pregnant
wcrtjen,~ pdatr p-ilet" ' oats It islintetded for use Ine gyre&ology, d~'bst~tdcs~
abdominal, pediatric, small parts(breast, thyroid, testicle,, etc), neonatal cephalic,
traniscranial, cardlaci traneveginal,,transrectal, peripheral vascular. intraoperative,

ur61gy.bitop dcs,; and muscuioskltl( Onvnlnal anidisuperficil) exams

Prescription Use X AND/OR Over-The-Counter Use _

(Part,21 CFR §Q1.Subpair1 D) .(21 CFR 807 Subpart C)

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

Concurrence of CbRI+ Office of In Vitro Diagnostic Devices (OIVO)

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ P eg I o r 1
2~iSign-sqOff)

Division of Radiological Devices
Offie ofIn Vitro Diagnostic Device Evadmon a6d~Safety

510K o
01029~



* . Wn~myCQ. Ltd.- flCYbC-floianoottio U0raound Syte

waposttic Uiltrusound I mdicetbons for Use Form
System: O~~~~~CJ31fC.3TOpossti, Ulnmousd Systinm

CIenkidApptido Modecf~pemtioo____

Q-4 sw~~~~~le K PWt) OWl Color Amplitta Coobind il icty

pod 'P P P P P P Ness lZJA4,5

Abbo~iwa P P ,P p p p P No, te.2.34,36.

1pfl~pntiv.speciy) P P P P p p Nots 2.3t,13,6

lanavcndre (Nuow)

PO~~~bic ~~P p p p P P P NMn I a,3.4,5,6.7

Small orpa~~~~epscdir p p p ~p p p Hot 2.3.4.3,6

Ncouwl cephafc p p P P P P P Noes 13.4.5,A6

Adult ep luie P P P P P p P NM I 2,3.56
Aodier esriittal p p p p p P NM L?3,445.6

at~s-vaiVml P P P p p P Not. 2.34.6

ummesel-.cal

COVCtowL P P P p p P NMs 23.,4.5,6

Supeeflehl '~ ~ p p p p P Nos 2,J.3s45

__________ terispeci&f).. P P~ P P p p No. 1I23,4,S,6

Cwdisc Adult P P p p P P NMS 1,2.3,4,4,6
Cmidise Polistri P p p p p p P Note1l±3,4.5,6

Ciustw lon cd r (sdist)

Pcvlphnl Piatenl Vaurugo P P P P P P NoMe 1224.5 .6

N'oe inditcfift'P Pepr woely tiMe by FDA; Enited ..duerAppdizti S

* ~~~~~~~~~~~~~Addjud Mslom,,eECoMbjcd Mdoe: B3m, PW+B. Color B. 8,P..s 3. 1w +Colr B, Po.e, ?W 42.

dIotesopavi buchzdcs.bdomuinu.4mm. toac, nets. etw .

'Smul oPo-bral thyroid tetsmt.

Hotel: Thutw. Han~oolc imgin.I
Note2: SemstlO

Ho.Iist Ilic
Not,e Bloms ulae

Nom?: 40

PIrscripdion USE (Per21 CFR 80 I.109)

(Divsion Sign-Olt)
Division of Radiological Demies

OffIke of hIn Vrtro Diagnocstic Device Evaluation and Safety

510K 0Z230030



Mifidray Co Ltd. 1DO-3/flMT Diagnostfe' Ultrasound System.~

Diagosti UI~a~ud Indication orV Fr

into.dc4 Use: Oiqnst ainscod himking r fluid flw mniyuis of Um huma body anfo~lowt

tiltS* Applk~tion Mokodtfpeatl

&3 D WDCodr 4n~Tlituod Combin
opm6" ~ ~ ~ ~ ~~~~~~pk opor(,4

_ _ _ _ _ _ _ _ _ p ~~p p 'P P P Nt V

Abdotiiiial ~p~ p p p p oe 3.5.6

LAparoscpic
________________ P. P P P P P Note It , 53OA

$*4 *p cclfy r _ _ _ _ _

fewa to ~JI,______
hnlg4&eil

p p p p ~~ ~~P P jNotpjIALS

Cmt1.c Podian Appdixe

Cardic lrtvncgl (Cadoiac) th c aan W
Tnncsb.(Carpodiac)

Odmincnudo -U- - - -

N Nphors Mpins~scuarp pp
uacujar MOOtDs ~ -

* . Nw 7I4Dc*tcrdb ~ Aed gpni

Addhstcal~~k~obht4 adotB~M.PW~t~USE~ (.Powcf 21P CFRCoL109)oc+ W

tnn~navc cf~ts bdoina, t00io an ctt.

Not I:Tinsa onaoD Imogng. ad Dvi
Na?: Smarrstt ~fe vauaio adla

Na);.~ ~ ~ ~~~~~~~03



NO M4iiandyavco. Ltd.- DC.I X'/FTpo sttc (ltrasrno Sat

Diagnostic Ultrasound Indications for Use Form

System. ~~~~~DC-3iD,3rbPisgnotit Ul"eOnad SYScM

tntadtedt YGCVr I w s~t, tM-

Ciu** AWUCSSIOO ~~~~~~~Mode of Oprotsd, _____

(react (Tack I & 31 8 IA PWD CWD Color Asr9IitW Comt Odc(sciy
(0kI)A . 0opple Dept ( _______

Pal' P P P p p P NW.M

Fe,.I Neonta Cephalk
Insgiq Adul Cqdullc

nno T.nrz P P ' P p P No23.5.E

Tr~~os~ginsl ~ P P p P P Now02~,S.6

ThM(IPCCIM"* ~p p p p p P Note 2,3,5.6
*ui Adull

C~diacedan

Nsooy i at Ayi ?.$V kI~ cd by FDA: EdddtdrApai
Additlmn 4. teve bbid otdet: B-M. PW4Bi Colr Di-Fe. Po.rB. PW WClr~ S. P~wer * M -8,

flaop~nh We~ldc .bdomn.I dmk, ad vIgm~ie

... theminukislud Uoogy.
NtM I : Ths. Hnhnokl img&

NfteOfv

N 1Oal±0032



Mindray Co. Ltd. - DC-3/DC--ST Diagnostic Ultrasound System

-Diagnostic Ultrasound Indications for Use Form

System. DC~-IDC-3T Diagnostic Ultraound System

Transduqw. 7L4A
1htendei3so DPgiskuraddUii rfudf~ nlssdtb~mqbd sf~o

Cltinical Applicdowv koda of Operation __________

(Track I Sk"ific P C DoCalem DAmpluer (cifr) ~ secfy
O) c~rmck I & 3) B dPD C DCoplor AoppltderCmie

Ohtt Ophthalmic _ _ _

Abdominal P, P ~ p p Noet 2,3,4,5,6

lntraoperntive QNeurc)

Laperaopic _ _ _ _ _ _

pediutuic Ps P PP P i Note 2.34,5,6
ip'1111 p ~ ft p tt

____ _,C _ ____ _ _ P~ I s p V P~le 2,3:4 5,6'
& o'Ž Adult Cepbalmk

Trans-ravthnl

Muscuo-sk~l~l$4p~~tkisl P , P P P tne 23,4,5,6
lmavsul orT7K

Cardiac Adult
Cardiac Pediatric

Cada innvnular(Csrdi#cl

Pedph~l A ~tiphual Vas~ular P P P p lNott 2,3.4.1,6

incodinlio; PNptcviowly cleared by FDA: 5.addcd under Appendix E
Additional coninmenwsCombined modes: 544., PW-f , Color + B, Power + S. PW +COIOIYI B, Powe + PW +D.,

Klnitiroperative includ abdominal. tbomucic, mid~vscular etc.

*Siallorgam br s4yrid, taest, eic
4other we mindesureloty.

NJote I: Timse Hammoni Iminugin.
Note 2: Sinart3D)

Note 3: iscape

$OasBiopsy Guidtimo
t w~6mip' xroM

criplion USE (Per 21 CFR 801.109)

K,..~~~~~~~~~~~~ ~~(Division Sign-GO
V~iOof Radiologial Devices

Office of In Vitro Diagnosrtc DevAce EvkAltO~n and Satt

610K 0033



Mindray Co.~ Ltd. - DC-3/DC-ST Diagndstic Ultrasound System

Diaignostfic Ulthtasund Indicatliotns for Use Forti
Systm4 DC-3/PDC-3T Diagnostic Ultrisound SYStn
Transidice X16

Intemded Use. Diagiiostic ullrasonmd imaging or fluid flow analysis of the human body as follows:

ClnclApplic~o Mode ofOOmiindo I

oil specific Color Amplitude COn*,n1*3) 8 M tWO~~~61 CWO)Wm Oiler (specify~)(r kk,&3 ~~~~~~~Doppler Doippjlrr; Ofa (spci)

aunt p p I' p p p 14oie23.4,S.6p P T

inatomperadive (zpeeif').
Itnoperadive (Neuro)

LAParciscopic
Pediatric P p P Pp p p Note 2,3,4,5.6

Retd Small cqan(apccify) P P P Note 2,3.4,56
Neontl Cophali: p P pP P P P Note 2.3,04,6

&o Adult Cephalic ______

M~ookkuI-kuld aConventional' -P ?? p P ot3345,6
Musclo-l~ltalsuperficial PAIP I' ___ _ P P I Pl Note 2,34,5.6

wltrvwsular

Cardiac Pedialnic
Cardiac lntravascular (Cardiac)

Trns-irsoph.(Cardiac)
btr&-Cardiac ______

Periperal eriphral V mFva p p p~ Note 2,3,4 5,6

NwldartioMP-riously cleared by PDA E611istiumirrpedetixediE
Adlriat *i~ot.comblned modol B+M P stj"Or± 8 Owar4 B, PW +Cotlwr+ ?o V 4 r*j

~small rgan-breaM thyroid, tw ale.

<K Nble~~~~~~~~~o I1: Tissue Harmon ic Imaging.
NM 12: Smaul3D

:Nft 3: iScape

Nott4: iliea

MNote: Biopsy Gunidance
Multi: Free Xros M

NTe7; 4D'

Pt~etitt~US (PrilCM 801.109)

4 Ori~~~~~~~~~~~~~~tvis ion of Radtiologia DevIces
Offie of in Vitro Diig nostc Dvin~ce Evdukatocn and Safety

9034



iMindray, Co. Ltd. 'DC-/DC-T Diagnostic Ultrasound System

Diagnostitc'Uttrasound,Indications for Use Form
System: - DC-3/DC-3T DiaVIo'siic Ultrasound System

Trawd'ce IOL4
Intended Uat: Diapnoade ultrasound imaging or fluid IIow analysis of the human. body as folio":

Clialj ApplicationMdofprfo _ ___

Otnt chifc CD Color ~ cmrw
r S 14~~~~~ ~~~ PWD C Dop..er...uOfitaspreembiYe

Dope Peor (kr) Ohe (pcIC

Abdominal ~ ~ ~ 'P pp P P P Note 223.4.5,6
Ifruopertive (speciy)-
lntrsopcralive (Neuro)

Laparoscopit,
pediatric P P ~p p p P Note 2,3,4,5,6

s__________a__ P P. P - P P P Note 2.3,4,5,0
NentalCeitalic 'i PP P

-r ,,,,,, - - - - ,1. I

.*uscl-stettal< Convm___P

Musculo-skeletsl Supetficiui P P P P P P Note 2,3,4,5,6
Intravarmlars

Cardlic Adult
Cadi=Pc diawde

Cardiac lnlravaseutrt (Cardisn)
kans.iioph~(Catiac

miswsa1iJ pedpherlVactlav KATT PP p Note23.4,5,6
VPWA!E! Other (keifew,- - - -t -

NneWtdeaton l'~tvire~ clyte Dt DAt-.iddcd utnder Appendix B.
Additim1 onleomnwel-Comnbuine modes: B+M, FW+B Color +13, Power + B, PW,+Color4- B Power 4- PW +H.

'lur~pewfve includes abdomninal, thoracic, arid vascular etc.
*SmxI nanm-brents thyroid, testes, Vc.c

'Oibe1trruse includes Urology.
Note I: risue Harmonic Imaging.

Nte 2: Smrmn3D

Ncle3: [Scape

Sctspiopy'Ofdxfca

Noic?: 41)

~~~~ ~~~801.109)

Divsion of Raediological Devices
Of fiee Of In Viro Diagnostic Device Evtaktion and Safety

- ~~~~OK .,I ~~~~0035,



EuirayCo. Ltd. -DC-S/DC-4l' D$$flU6si UltrasoundSystwne

Diagnotsfti Ultasound Indications for Use'Form
system. DC-3IDC-3T Diagrnosic Ultrasound system
Transducer 6C2
Intended Use: O"aosIc ultrasound imaging or fulid flow analysis of the human body.as follows;

CtNicW Application Md prss_______

Combine
ttacltn (kI& 3) B 4 PO W rad Ohwcsy4

________________ ~~~~~~~~~~~~~~(specilr _ __ __ _

Abdominal p P p p p P Note 2,3,5,6
tntmroermtive (specify)-
lhstmoperative (Noum) ________

apacopic
Pediatric P P ~ P P P Nt ,,,
Small organ~speci AS

H&~aatal~e~hilio UP 1 P P P Note 2,3,56
A' Cpf~aieP P P, P Note-2, ,,

p ~~~~~~~~~~trars-vaginal
Trans-urethral

Trtsts-sopb.(no-Cart.)

Mustio-selmlConventional

wnokeletsl uperficial

aiher(sptcy6~ ~p P P T P Note 2Z3,5
Ci'l~ic Adukt P -

ic~~edhttic P P 1 P P ~~~ P~ Note 2,3,5,6
4 ~~~~~~Cardia ."tvescular (Cardiac)

wntsaopCardiac

Pripheril Pedipheral Vascular
"Vascular Oi seiy _____

N~ne ,ndcauo~ P~revousty cleared by fDA:~ -dedUnder Appendix E
4 ~~~~~Addiiiomd crontmnr:Comnbined modes: B+M, ?W+ Coa o+ a, Power + S. PW +Colo rF B, Pw~r+ FIN+B.

*immoperadive includes abdomaLint horaci and vascala eutc.
"tmall organobrcast, thyroid, Mt"ta,ct&
4 'Otr ustr"includea Urology

lt4Cttlr T1sue Hhrnionic Ipiaglng.

Note 2z Sman3D ~~~~~~~~~(Divsion Sign-Off)
Note 3: iscape Di'4sion of RadifbogiCal Devices
Noted: ileirm Office of In Vrto Diagnostic Device Evajumabo and Safety
Notes: Biopsy Guidance
Nolti6:Free Xros 14 SICK f\Ir :/6gus
NofteT 40

PectoUSE(Per02l CR8OIIO9)

0036



?Kmday Co. It&. -I~ DC'T Diagnostic Ulrsud system

Diagnostic Ultrasound Indications for Use lFora

System. DC~~~~~~~3/CT, Diagnostic Ultmssound System,,
Ws amue: 6LE7

(,mounded UWet Diagnostic twsbdialgor fluid flow aneiy"ii of the human body as btlowstl

clinicialAppucicon, Mode of Operaton __________

Specific ~ ~ ~ ~ ~ CW Color Amplitude Combined
(Trrck I ~B M PWD - D l Doe fy Other (specify)

Only) 9?__ _ __ __ _ __ __ _

Feu1 P.P P , Not. 2.3.446
Abiomilal- - - - - -_ _ _

Imaging A - - - - - -

~~ o~~~~ Adult C09ba11& P ~~~~~~P~ li~; P N___2____A_

Inravas-euliar Cr

other ________ P l - P P j P Note 2,3,4 56~
Cardwec~ll ____

Cardiac Inl a djus ..t

Perp-her PcniphclVsua
Vascular (speciy

N~new indication P-trcviously cleared by FDA. E-zadded under Appendix E
Additional cvmmentsComnbinemo hdes: B+M. PW4B. Color * S. Pmwer + B. PW +Cotoe+B, f'ower+ PW +B.

lhniropemsivo lu4ud abdominal. tkormcie. and reosute, etc,

..Smatlor mtitty o te sw, et._ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

-0ti ieas Urology.

Note l:Thsu<thibocrngi
Note 2. Smart~~~~~~~~b (Division Sig n.Of

Note 3: iMcape Division of Radiological Devices
NorMs: iBeaM Office of In Varo DiOagnostic Device Evaluation and safety
Note5: Biopsy Guidance 60
Note6: Fine XrosiM

Note?,~ 40

Prescriptionvs~ P$(Pr21 CFRBO0I.109)

0-037



N ~ ~ ~ I*#Y 09;~~o. Ltd., fl&-$/W 90 ianstib UitrasP&Sytm

Dilagnostic Ultrasound Indications for Use&Form

system,: DC-3IDC-3T DiapnasticlUltrsound System

DM ~ ~~~~~~igotcuts~ll~~~ rfluid flow analyslis of th dum oda od ~

CInn~Ikedo Maide ofOperation ______

Itr pecificjFWDiflc Color Amplitude Combined Ot~pciy

ly)ck (Trexck &* a MPW CW Doppler Doppler (spetifr)

Ojbximi "1.mim

Fetal

lmrsorparaqy(copeowr T __ _____

Ltaperoscopic _ _ _ _ _ _ _

Ftl Small aa~pd3
Imtagi Nconatal Cephatic _______

a~ Do dull Cepbatfc -
Tisraw-ul P 7 P P P P Note3.4,56

Cada Mturscaultir $carifiJl t rr

jrnscop(Cardiac Aul
Itarim;c Pdiatdc _ _ _ _ _ _ _ _ _ _ _

Cascuisc lMravasculr(m dk ________

tw idia.ion;..~ uattt~adib*' FD addtunadtrApp"WtB~
Aditonl eotraenuaccombinet rnodsfil+M, PW+B, Color +9, totver0flPw4Co[Ior*B, Power+ 1 +

lnflapcrativinmcludeisbdominui, thoocic. and vcuretc.

-Small organ-breast, UyroiOM, Ltaes. etc.
Othewr e includusUrology.

Note 1. Tissue Harmonkeintaging.

Now 2: Sman3D _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

Note 3' iScape Maroms Sign-otff
Notc4: ieam offie at InDiMi~oncr1RadbtogicolDevices

OfteoInVitro Diagnqsutic Device Evaluation andl Starety

Not;Bios

Prescription USE (Per 21 CPR 801. 109)

003.8~~~~~~~~'



Vibdat 'Co.Ltd.,' D~/C3T Diagnosti&Pltrasoutn.yse

Diagnostic Ultrasound Indications for Use Form

S~~~tew: ~~~~DC-3/DC-XlTiPdsdc U~risownd System

10ten ddUn: Diaghoniiltrosmcount iaging or flud flow hrl,4oftmunnbdan ilos

Clinical App~lication Mode of Operatio ______

Combine
Gnml Specific B~~~~~~ te WD CWD Color Amplvulce d Outhe

Track I Only) (Track I & 3) Doppler DopplerPON

phtbalIk Ophthamic- - - - -
aemil

AbdoiRAL P7P P P ~ ~ Note1 ,2,t3,

enterpcmtie cNumo

Pediatric ~~~P P. P P P P Note 1,2,3,5,6
S mal on(sria" - - - - -

ciii Ne ~~ontlCphalw

Tim-v gin l __ ___ __ __

Trans-urefal

Musvcuio-skcleal Conventional
mus~iulo-keeltzaI S Mprtcal

C~~~rdl~~~o t~~~ P p ~~~~ P V ~~ P Note, 1,2,3,5,
C"riao P,1* p i'P P P Nt ,A,

Cardia taac*rCri~

Tans-csoph.(Cardiac)

latra-Cardiao

Vascular Ot her (specfr)olor

.Small orgen-bneatdyr4, 8t4ec

"'-Other Use includes Ihology.
Note I: Tiwuc Harmonic Imaging Oao ina
Now 2: Smart3D Diviuion of Radiologlicl Devies
Note 3: iScape Oft ice of In Vitro Olagnoslc Onto EvaiucVon and Satety
Now4. ilearniI in r.c

.OW:Biop.yQauppe" 510K IIJ''S )

Nolel:4D

Preacription USE (Pei2l CFRSOI1.109)
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M~fl4ta 4~Co.~ Ltd.-~ -Mrl Digottic UlttOBa0iM Sstemn

Diagnostic Ultrasound Indications for Use Form

Lynn.m DC-3I0C43T Diqnomgi; Ultresound System

Transducet ~~~~~2P2

____C me1Aptb~o Mode Ofpcmation _____

deneal ~~~~~~~~~~~ M PD W% Color Amplitude CombnebdOte(sciy
(TracI Only) (Tlack I & ) operDoppler (spcif)

Oluali phlfulmic _______

Petal
bdootinM p p p p ~~ ~~ ~~~~p p p Ntl2,5,6

Pcdiauic ~~~~~p p P P p p p 16I NoJ24,6

Feud Nerestal Cephaflc P P P P P P P NofteI,24,6
lmtingt Adult;Ceicplai P P P P P P Note1. 2,5,6
& Other Trmns-recal

TranfrvagInal _ __

Cardiac lawttvavsctuarf~riv

__ __ __ Oher (specif ) .__ __ __ _

C 1amoperatnuvasIculsrudesabominl__hmaic___dvasulac

Nt :Thisi-C armoiac whl

N~phMI 2 eriheul -0,lr -

vW No btrscpeci~

flnen 'Bopsydv Gclude.c .boiiut howcc adva)uaCec
Imui wXra-rnz thritMts

Nam7 40~rs

Prescription USE (Per 21 CFR 801.109)
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~~Ujidr~~yCo. Ltd. - C4D-3 ia'gnostIc U1 ritsound System

Diagnostic Ultratsawid Indications for Use Form

system:;C3p4 Dgmtkltnsoun4 Sytem

intended Use: flias'tos*sresond imaging or fluid'I'low anatlysis oftthe human bod~yws fl6ows:

Clinical Applicatin Mode of Operation______

(T"nkI (Track I &I 3)B WD~C C olo Amplitude Combined Otarsrq,

Only) ~ ~ ~ ~ ~~~~~~~~oplrDopvoLe (Spec2y'>

Ophthalmi Opht~lmic7~i

Adolal P tp- P ~P P Note 2.3.4,54

Introelv (NC,*F) ______

Lpzvscopio
Pediatric P P P P PP Note 2.,14,5.

Pl Snukisilea(specifr) p P -P P P Not2,3,4~5.4

Neuonskiiteptal Spricia PPIP P P" P Note 2,3,4,5.6

"'dic wnates

Inm-Caop.nn-id

Musclo~se~etl Suerfiial P PI F Pp P Not 2,3,4,5.6;

- Odn especd~* fy-)-

Cadic muaacide CHAi4hyoiMc) wL

lNte tCardialOeaionk, I____g
Pephl erfhei Viels p PP P ot D34

VaclrOther 3 scpeii

N-n w indc Bio;psy ~u~idy Ofefedcb oDA: Inde uknoe Dapgnosic DeieEaBrinadStl

Aditonal c Fmierns:mbindmoe:BM WB oo+0 oe 8 W4oot.Pwr~P 8

sNtulto 4 pb1thri. ctsec

r~o~4rs~& lci~de Presology,-Tr21C 0.19

Now it T~strt~i~nsi~nkima0i41

U Li~~~~~~~Noe2Smr3



Vidra C. Ltd -D t-/D-3T Dial ostk Utrasoiind System

Diagnostic'Ultrasounvd Idications forlVieform

Systcm: . OC'Dt+To~grn~stio U11tamsund Sytm

Intendtd Use: Diagaostie ultrasound imaging or fluid flow analysis of the human body .sfiolon:

Clin~l(Akjoaiiw~sl Mode of Opmtion _ _ _____

~ntwail
(rc Specific Color Amplitudz Combined

Doppler Dope (secfy
Only)A) D - Oter spciyr

Abdo,,ml p T 7 p p p Note 2.,4,56~

lntnopintti~efsp~cify) P p P p p p Note 2.3,4,S.5

Intlmopemlre (euto) -- _____

Pedialtac' P P Pp P P NoteZ3,4.$6-
Petal Small orkan~swcir&. P ~P' P -~pI P It P NotoZJ,4SA~

lmaginj i4~l~CI-pi F Note 24S~k
& &ber A40H IdI

Trsns~urcdwal _ _ _ __ _ _ _ _ _

Tar-adsnpht(ncn-Card.) _ _ _ _ _ _ _ _ _ _ _

Muscula-skeletal Conventional P P p p P P Note 2.3,4,5,6
MusM l-slta upefcdlc Id P 'P Pp p p Note 2,3.4.5,6

Gtrdlc4",," .P A P P__P_

Itrmn-&Chac-ric __

PepelPerilihiiil Vascular p p p p p p Nt ,,..

*'new indciii Piau= cler by PDA:, E-~added wdrApni

Addtioal onmnt~nibpedmodes: B+M. PW+B, Color + B, PoWer+ &,Pw *COIO, 0B.Power# PW -'-B
lntflt$l dcudes abdOminal. thor"cb. met nsblarmec

"Small MIqatq~l tyroid, testes etic
in[cludes urology.

Naot k~Tiss~it flanonic Imaging,

Note 2: Smnart3D

Note,3: iScape (;DM3111Sin-Off
Note4: i~~~~~~~~~am ~~DM3s01n of Radiological Devices

NoteS: Biopty id ~ Ofc fI ir IgS' v~ vWO~ltt and Safety

Wotve 46 z~

Prescription USE (Per 21 CPR 801. 109)

Mug
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MinidraY Co. ~Ltd.- DC-3/DC-3T Diagnostic Ultrasound System

Do~agntic~ Ultrisom'ndlIndications for Use Form
Systemr DC-31DC-3T Dhgnsdrmc Uthaiound Sysitm

blended Usc ~~~~~~Diaattosdc ulunojmud himiqfia or fluid Dlow sanlyuiz .1 the humam body slon

* Cewtli>I0~1fl .Color Am~ueCombined
(Tmcr s zlnck I 3 WD DOliver (spefrly)

tacolfic B M PWD CWD Dept Do1~~~~~~plev (Specify)

Ophthuilme Ovhdmilmk ic___

rat ~~~~~ ~~p p p p p p N~oteI,Z3,~A47
Abdominal ~~~~~~P P, p P NOIn ,ZI,6,1

Pediatric p p p P P p Nowci.2Z336,1

Imaging Noaita Cephadie
& Ae~ duliCephalic v

Muwouoskelctxl Corwnotntmi
Musculo-&kcktul Superficit"_ _ _ _ _ _ _ _ _ _

hCarisisla Rome___

;~~w~- -d d

ii~~~~ekep _ _ _~~~~~ B _ _ __lu , _ _w_ _ _

Vwutr 6~r~a"liveMui

'.0thor Miv includestb&Mioakocl.ar otuaM

Note k: rmuc Hnmmonic Imaging.

tme~l 3iScape Divisio fRdooia eie
Nat ~~~~~~~Office of In Vqro Diagno stDice vlainadSlt

$Iore&Free~~~msM 510K f

Presription USE (Pier 21 (YR 80 1A 09)
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