f(lo;hf@f;
NOV - 3 2010

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 510(k) number is:

1. Submitter:

Shenzhen Mindray Bio-medical Electronies Co.. LTD
Mindray Building. Keji 12th Road South, Hi-tech Industrial Park, Nanshan, Shenzhen, |

5180657, P. R. China

Tel: +86 755 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, 518037, P. R. China

Date Prepared; September 27, 2010

2. Device Name:

DC-7 Diagnostic Lltrasound System
DC-3/DC-3T Diagnostic Ultrasound System
Classification
Regulatory Class: Il
Review Category: Tier 1]
21 CFR 892.1550 Ultrasonic Pulsed Doppler Imaging System (90-1YN)
21 CFR 892.1560 Ultrasonic Pulsed Echo Imaging System (90-1YO)
21 CFR 892.1570 Diagnostic Ultrasound Transducer (90-1TX)

3. Device Description:

The DC-3/DC-3T 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 frequency range of approximately 2.0 MHz 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(K101041), Mindray DC-3/DC-3T (K091941) and
Mindray M3(K102991) Diagnostic Ultrasound System. They have the same
technological characteristics. are comparable in key safety and eflectiveness features, and
have the same intended uses and basic operating modes as the predicate device.

6. Non-clinical Tests; =~

DC-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 following standards: UD 2, UD 3,1EC 60601-1,
IEC 60601-1-1, IEC 60601-1-2, [EC 60601-2-37 .IEC 60601-1-4 ,ISO 10993-1 and IEC
62304.

Conclusion:

Intended uses and other key features are consistent with traditional clinical practices,
FDA guidelines and established methods of patient examination. The design,
devetopment and quality process of the manutacturer confirms with 21 CFR 820, ISO
9001 and 1SO 13485 quality systems. The device conforms to applicable medical device
safety standards. Therefore, the DC-3/DC-3T Diagnostic Ultrasound System is
substantially equivalent with respect to safety and effectiveness to devices currently
cleared for market. |
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(c DEPARTMENT OF HEALTH & HUMAN SERVICES

Food and Drug Administration
10903 New Hampshire Avenue
Document Mail Center - WO66-G609
Sitver Spring, MD 20993-0002

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

% Ms. Susan D. Goldstein-Falk

Official Correspondent

mdi Consultants, Inc.

55 Northern Blvd., Suite 200 NOy — 3 2010
GREAT NECK NY 11021

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-Falk:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labehng,
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 602 7LS
6CV1  6LE7 LT4
114A 6LB7 D6-2
L6 3Ct ‘

10L4 2P2
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If your device is classified (see above) into either class Il (Special Controls) or class 111 (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 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.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm15809.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” (21CFR 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, gov/Med1calDewces/Safety/RenortaProblem/default htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance. '

If you have any questions regarding the content of thls 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)
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indications for Use.

- Dev‘ice-Name: DC-3/DC-3T Diagnostic Ultrasound System

a

Prescnpuon Use X AND/OR  Over-The-Counter Use __
 (Pan21.CFR 801 Subpan D) § -{21 CFR 807 Subp‘qﬂ. C}

(PELEASE Do NOT WRITE : BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED) .

Corncurrence of GBRH, Office of In Vitro Diagnostic Devices (OVD)

'" ﬁ,«_ﬁq—— S C pageter_1_

Z(f3ivision Sign-0Of)
Division of Rediologicai Devices
Orﬁm of InVitro Diagnostic Device Evaliation afd Safety
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Diagnostic Ultrasound Indications for Use Form
Ty o Sysem: & DCATDC.ST Dingiiitie Ultrasound Syitem
T . . - Atizaded Ussi Diagnonils ultmsound (meglng or Maid fow enalysi ofihe hyimen bady as follows:
o 3 : . . Coe
TEa o T i ppiites T “Hiods of Opersiine
Y . . : g sm - T T * i : Coil_n_‘ {\mpfil\}de' -Cmbil\gti. A
&3} - B. .M PWD | CWD Doppler] Doppler-1: (specily). Oliht“l’(lpeﬁ_ﬂ)” .
' i N = I P i P P [New12i 8587
|abdosninat e P P PP P P iNowi234567
fiotraoperstive Grpecity’| P | P | ® P P P [Nowe23456
[intrsopenstive (Neuro} ' ~
: pedinie pler |l 2|l Pl P P TP [Now1 234587
S ' {sonall orpanspeeifyy®e | P P P P P P [Now23As6
Neanntal Cephatic P | P |-P p P P Mol 23458
_ f::u'iaz - JAdu Cephalic pl P | P P P P jNewi2ass
. % Other Trina-teeial PP P 3 P P ijNac23486
Trang-vaginal Pl P P P P P iNote23S55
. . T rasin-ursthrit )
o  Trans-csoph.(non-Card,) ) .
ol N — - :
IS S : Muscdlo-tkelesd | T L :
AN ., et Pyoe P P P P [Noe23ass
i ‘ Muscule-akeletal ’ .
[Supertivins PP P P | P P [Now2ddss
Intravascular
L . Jonber (apheify)ere P P P ] P P P [Nowl234s6
' Curdiec Adult PP P P P P P |Mas123458
i Cardiac Pedistric P P | P P P Pl P [Noe123458
Cardine Inmivescular (Candiae) | :
L Trani-esopb (Cardingy
‘ Aoty Cordiac o
Peripherat - [Periphenal Vascutar P P P P P P [Now 123456
, lvmulu oﬂ,“(m} .
1 . ’ Nrnew indicarion; Papcevicusly ctzared by FDA; E=sdded under Appendix E
. Addhicnil comments:Combined modes: B+M, PW+B, Coloc + B, Power + B, PW +Coior+ B, Power + W +B,
A -1 ive fnchrdes abdominal, thoracic, snd vascutar eic.
**Smal} orgao-breast, thyroid, testes, etc,
S+ *Quher use includes Urology,
Note i: Titsus Haemonts imaging,
Note 1; Sman b
| Nota 3; iScape
' Notet: iBesin
Noie3; Biopsy Quidaice
. Notes: Free Xrag M
: Note%: 4D
4
. Prescriptian USE (Per 21 CFR 801.109).
: "
(Division Sign-Off)
Divisicn of Radiclogical Devices
. Office of In Vitro Diagnostic Device Evatuation and Safety
- sk 10 DF S 0030




Wifdray Co. Ltd, - DC-3/DC-3T Diagnostic Ultrasound Systen

Syatem: D&EDNTD-:WM ummudsym
Transducer: JGSA
Intcaded Use; Diagnostic nitrisound imaging or fivid S anstysis of the human bady a5 follows:
MndcufOpmlion
' Coldr Am;:umdc Corbined|
PWD | CWD |, . it
P ? ,
; . P P [Notei, 2 356
i finstnoperaiive (specity)s
Jstrioperative (Newm)
e g i 3 P [Nowe1,2,358
: Feral ; ! [
Jimaging
A Othet.
<
P P
Candiac Podiitie
|Cardise Hrumvascular (Cardiae)
[reaar-csoph.iCardiacy -
: lmmw

*Inraoperstive inclodes abdominal, thme_.,_-wd viseular cte,
**Small organ-breast, thyroid, testos, eis, -

***Other uss includes Urology.
3o Notz I: Tisso: Rarmonic Imaging.
Note 2: Smar3D

rescription USE (Per 21 CFR 801.109)

; {Division Sign-om
.. Division of Radiiogicef Devices
'of In Vitro Diagnostic Device- Evaluanon and Safety
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‘Diagnostle Ulunsuuﬁd:'lndicaﬂons_for Use Form

Systom: DC-WDCHT Disgnonis Uttrasound System
Tnhdné_e_r: L ) . - .
Imténded Yré: Diagnodic iliassisd Tnaging o :w_nmms%a@fsﬁ@wﬁﬁm:wv af tlloiin:
e . e .
o Specific : Color Arnp!lmde Cuitnbined
A W p 1l
oty [Tk 189 ¥ P oppler | Dogpter | ety | OHT P
P r .3 TP [Nou2 )5S
{ eespsemeryy - T
Fewal leﬂ}ctnmk
|imaging .
& Other P P P P |NoteZ, 356
4 r P Moz, 38,6
:
Othor {spocify}*+* I REXN el P F INotc 23,56
Voo amt . — —— -
Cardiac Infrkvascrbic {Cardinc)

e Smalt m-t:em. Uryrold, teses, ete,
“*Smail wgm—&mt.'lﬁymk!! fesizy; e,
seenher i.lu wichudes Urology.

Notg 1k ﬂmwﬂammm Jeaging.

NmG'FreeXmsM )
Now?: 4D
Prescription USE (Per 21 CFR 801.109)
T (Diision Sign-Gih -
Division of Radiotogical Devices: f

oﬂica of iy Vitro: Dtagnosbc Device Evalustion and Safaty

510K _V\\OQR(&C}
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Mindray Co. Ltd.- DC-3/DC-3T Diagnostic Ultrasound System

‘Disgnostic Ultrasound Indications for Use Form

Systemic . DC-3/DC:3T Diagnostic Ultissound System
Transducer: TLAA

Dmgnostiwlmﬁnd imaging or'fhid fow. analysns uﬂbé i body ds follows:

' Mm‘.“n uf Opemicm

Specific 7 . o - Ca!ur Amplitade! Combined .
Ig;;;.‘ Trck1&3) B | M{FWDY CW  poppter | Doppier | (epecify) 0"“’(""""’?
‘-Ahaommﬂ e R P | P Noew23ass . |

: .f[lnmopemwe fspecify)"

[lmr_aopwuwe (Neura)
!L’n;'mmpic )
 §Pedintric : £ j P Noe:2.3.4,56
FSmall organ(speci R NG TNoie 2.3,4.5.6
[Neonatsl Cephilic PE P Note 23,436 -
“FAduRt Cephalic l i
ITrans-vaginal
rrans-urerheat
’ Tmmuph (nw-&rd.) . . .
P Noie 2,3,4.5.6
o Notw:2.3,4,5:6
Gther(spec:fy ‘“ . e a ,' Ty us - - ____

Cardisc Adult
Cardiac Pediatric - .
Cerdisc. @ Inmvmutnt(caz‘dlgg}

NBie 2,3,4,4,8

N-ncw mdlcluon Pmprevicusty clesred by FDA; E=idded under Appendix E
Additionsl commenty:Combined modes: B+M, PW+B, Cotor + B, Power + B, PW +Colar+ B, Power + PW +B..
"‘lnlnoperauvc mclud' 3 ;bdcrmmal thoracic, and. vascular €lc.

Note 1: Tissué Harmonic imaging,

Note 2: Smart3D
hfmea :Scnpe

; FleeXids M
‘NoteT: 4D

Eription USE (Per 21 CFR 801.109)

(stisnn Sngn-om . o
Qimsuon of Radioibgical Devices . i
Office of in Vitzo Diagnostic Device: Evaluation and Safety

s N0 2GS - 0033
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T , Mindray €o. Ltd.~ DC-3/DC-3T Diagndstic Ultrasound System
o Diagnostic Ultrasound Indications for Use Form ;
Systetn: DC-3DC-3T Disgnostic Uhrasound System.
Trahisducer: TG
intended Use: Diagsiostic ultrasound imaging or fluid flow snalysis of the human body és follows: .
: - ‘Clinica} Application o Mode of Operation  ©
5 Color | Amplitude} L
. Dogpler | Doppler Other (specify) |
Ja _ P INote 23456
. - Jintiaoperative (spacify)* )
i - Ilntmopmuve {Neuro}
J . Il.apamscoplc N
: ‘ JPediatdc "Pile| P N P} P |Now23d56
Yemt - [smatt organtepecify)® PlIrtP P P | B INow23456
o i [INeonaial Cephalic PPl P PP P INote234,36
. Imaging :
o : & Oticr Adulth_phahc C VL
- (son-Card.} T e ; :
: losskeletal Convm!lom! P POl . ote:2,3.4:5,6
: Muscalo-skeletal Supericial P PR NG 2,3;4;5.5'
; fraviseglar o
5 ' i hm(w!‘”"' N 2N B B
T i Cardiag Adult N c
i ~ |cerdiac Pediaric - j
' fCardiac ' Jintravascular (Cardiac) ] ]
. ‘ {Trans-esoph.{Cardiac) | .
dintra-Cardize . I N o B i
I!’mphuni ;penphmwucul-r _ '_ ji_’_ PP b [ P P Ndie 2,3,4,5,6

er Appendix B

; .;vaml'a:jafc,
sl orgincoreast, shyrmd t:slcs, et -
_ ’ ’Qﬂmusc includes Lirology.

“ ‘Note 1 Tissue Harmonic Imaging.

Note 2: Smart3D-
 ‘Note-3: 1Scape
Noted: iBeam
‘ Notes: Biapsy Guidance
"No_'r.éé: Free Xros M

SE (Per21. CFR 801.109)

{Division Spgn—Oﬁ)
' Division of Radiological Davices
* Office of In Vitro Diagnostic Oavice Evaluation and Satety
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HmdrayCoLtd- 'DC~3/DC—3'E:D_§§§:$6 ic Ultrasound System.

‘Diaguostic Ultrasound lndications for Use Form
System: . ‘DC-Y/DC-3T Dingnostic Ultrasnund System
Transdacer; ioL4
Intended Lise: Diagrostic ulirsound imaging or fleid flow analysis of the human body as folfows:

Clinics! Application

| omertspicity |

JABdominat ' P ye| e B J. P |. P INoww234ss
[roperative gpesifyy | | 3§ -

limmpemive {Neuro}

Ii.apu’ascupic-

[Fediaine P TP [Noez3Ass

R Note 2,34,5.6

: J-‘etal ]Sma!lmgm(specify .

P |Note234.55

frans-vagl
Trans—nreﬁml

"“']Tmns-esoph (non-Cardy ~

{Muscuto-skeletal Conventional]. P ¢ B | P P. | P § P |Noe23456

[vusculo- -skeletal Superficial | P [P | P P P ] P INow23456
fiiravescular ' : ) i '

{Othet (specify)***

“[Cardine Adult

[Cardiac Pedistric = - I : *

Cardise: . Jinwravaseitar, (Cnrdmt)

Qesiwh (Cardlac)

L

Note 236,56

Add;tional cnmmenu'Combmed modes: B+M FW+E Co!or +8, Power + B PW +Color+ B, Pow +PW+R,
~ *iniraoperative includes abdominal, thoracie, and vascular ete.
*5Gniajl orpan-breasy, thyroid, lestes, eté.
***Other use includes Urology. .
Note |: Tisgee Hanmonic Imaging.
. :Note : Smemt3D

sserffilion USE TER 801.109)

{Divisien Sign-Otfy
Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Salety
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v

ostic¢ Ultrasound System

Diﬁgﬂpsﬂcii}iﬁ‘ﬁmmnd'lndications for Usg'?bzm :

System; . :Di';—ﬁbC-ST Diagnostic Ultrasound Sysiem
Transduser; 6C2
litended Use: ,Diigz_wsiicnlmbund imaging or fluid figw analysis of the human body as follows; . .
nical Application -
‘ {ewp | &
Jabdoming PiP| P P p P |Note 2,356
Intraoperstive ($pecify)*
Yintreoperative (Ncum) .
: hpamscopm .
P Note 2,3,5,6
P P [Note 2,33 g
P Note 2'3'5,6., %
; - Jrrans-vaginat
Trens-urethral ) '
" [Trans-ésoph.(non-Curd.) .
Mustulo-skeletal Conventioiial
hdmnlu—skelml Supcrﬁcnt
Oiher{syeclfy)“‘ P " [Note 23,8,
N e P {Note: 2,3,5.6
4 : P ’ Note 2, 3,5,
$Card Tn _!mculnr(Cardmc) ) "
‘fTeans-caoph.(Cardiac)
‘ __|iatre-Cardiac
Fenphuzl [Peripheral Vascular
Vesoular  fOther (specify).

‘Nenewrindication; Pepreviousty cleared by FDA; E=added under Appendix E
‘Mﬁiiiqm:mmmgn&:Cumhiued mods: em,;ﬁm :

Note.z.- SmanlD
Noie 3: sScape
‘Neted: iBeam
Motes: Biopsy Guidance
Note6i Free Xrog M
Note?: 4D

loﬂ' B,:Power + B, PW +Color+ B, Pawo;r+ FW +B.

{Division Sign-Otfy
Division of Radiotogical Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

s A \093@5

: l}SE (Per 21 CFR 801:109)
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Fasound. System

C-3T Diagnostic

Diagnostlc Ultrasound !ndications for Use Fgrm

£ _ ] DC»S)DCviT grms&ic Ultra.wund Syslm
Traosdoer: S SLE?
tritendad Use: o

Dmgnnsbc tx!trasoimsd imaging ot flaid flow: malysls of the human body s Ibllewa

Clinical Application.

Mode of Owﬂioli’

Color lﬂmpiilth Combmed

B WD| C¢wD P
_¥ P’. 'Dg' ¢ Doppler| Doppler. | (svec:!’y)

llnlrwpemweﬂ A . .tlﬂ))

lLayamscup:c

|Pediatric™

Fetsl |Smal] urgnn{&peelfy)“ )

“TNote 23,45,

: Tun:_-mpﬁ.{nbﬁ.-é;éd.).‘.

Musculo-skelemt Conventional

Mumlo—ske!emi Supezfcml

..!Penphemi —IPenpheml Vascu!ar
Vasculsr  [Other (specify)

Nenew indicalion; P-arcvmuzly cleared By FDA: E-added under Appendix E -

Additionat comments:Combined modéy, B+M, PWHB, Color+ B, Power + B, PW +Color+B, Bower + PW +B,
*latraoperaiive inglades abdominal, thorgcie, aod vastilar exc.

**Smalk orghn- thyroid, testes, etc. '

Note 1 Tissué Harmpnic tmeging. )

Note 2:8mart3D (Oivision Sign- Oﬁ)

Nate 3: iScape Division of Radiciogleal Devicss

Noted: iBeam Office of in Vitro Diagnostic Device Evalustion and Safety
Note$: Biopsy Guidance ) /—\ Iy

Notes: Free Xms M 510K l h 9 2(9 C)

Note7: 4D 0

5 Prescribiién{}_s peg-gi- CFR Ebil;log}-- S




Diagnostic Ultrasound Indications for Use Form

DC-3DC-IT Dingno,slgg_uitr:amﬂqd Syném
SLB7

i,! < E . - Diagrostic ultras il )'ng or fluid flow: mmlysia of ihe dy:as follws:
¥ R ' eModeofOpmuqn
- . 7
N { Color | Amplitude i .

B | Mpwn| cwp | A e | ooty | e (specif)
e [Srmall organtipecify)*s '
¢ . Timaging Peonats Cgphnﬁc .
g 5 Other  JAdult Cophalic - . .
h [Trans-rectal ) pPlri P . P P P - [Note2,34.5.6
g [Trans-vaginal ) : N S x - ;

. 1 ."‘__
- . P 1P P INote2,3,4,56 Lo
9 Cardiac' Adult . B Yool i ] s ' )
! ¥ ardiac Pedistric . ) . |
o fCartisc  fintravasculdr (Cardidc) 1
A . Trans-esoph. (thnlc)
L 1 Mntra:Cardiae
L P B Pertpheml Va&cu{ar"
) B+M, PW+B; Color +B; Pg PWColor+ B, Power+BWEE,
) ’Fntraopcrauvemeludessbdcmma! l.hermc. ind vasculariets, ,
**Sridll Grgan-breast: thyoid, Lestey, et
g *#*Giher use includes Urology,
“r Nete 1: Tissue Harmonic.maging. 3
- Nots 2: Shar3ly
g Note 3: iScape {Division Sign-Offy
. Oivision of Rad
" Noted: iBeam Sl lological Devices

oted: iBeam Off-oeounvmomagnesmaemeEva:uauonéndsmerg
.+ Motes: Hidpsy Gis :

‘yé;bq: Free Xro 510K )/\‘ DD 8(0 Q

Note7:4D =~ - . L

Prescription USE (Per 21 CFR 801.109)




” fdray Co. Ltd.: rasound. System. ‘ '
i
-; Dtagnostlc Ultrasound Indications for Use Foruz
é ) BC-3/DC-3T Diagnestic Ulirisound Sysiés. ‘ : . ) .
;é B 3¢l T P !
0 ; D__ixgi;oslic;; Jirasotny umagi:;g or fiuid flow-axilyshs 6F the human body as folldws:: -
: Clinical Application S Mode nfOpcmnun '
o o ' Combine
i &3 | 8| ™ |rwpicw D‘z‘;:; ";‘;‘:‘1:” 4 | Other(spesity)
Ophthaismic: :
v Abdom NN O3 P ! INate 1,233, R
e k | o BN WL : :
Jintreopena
|aparascopic . o ,
| R PlIP]l P} ] P P | P [Note12356
e ergm(spmfy)“ S— —t- : —
INeonatat Cep .
Aduli Cepha . g
E Trangirue R
Trans-ve ' )
Trans-urcibsif. "
Tnns-ﬂoph.{non-('.‘nrd.)
IMuscu!o-skclml Convéntions)
: [Mustisto-sketerat Siperficial
P ~ [Note 1,2,3i5.6°
, lntm-Cnrd:ac__ I E :
] ' fpcriphorat [Periptiers Vm:ﬁar jj ' 1 1 | S )
L ; N 3
’_z» . byFDA E-udded und::‘r £ . )
L PW+B, Color: B PW +Cotort B; Powet 5 PW +1;
ihorac, and'kularew‘ e L
. T esSmathorgan lmast, lhymd, tesiés; ete, _ ; X
: “**Qther use includes Urology. 4 p’\/
Note : Tissue Harmonie Imaging. z {Oviskon Sign-m
Nois 2. Smart3D Division of Radiclogical Dovices
: Note 3iScape ¢ Offica of In vm Diagnosuc Davico Evaiuation and Satuty
e Noiﬁﬂ iBeam _ i
S , " Notes: Biopsy Guldan
ORI 7 oted: Frod Xros M.
' * Note?: 4D TEL
. Prescription USE (Per 21 CFR 801.109)
0039
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Diagrostic Ultrasound Indications for Use Form

DC-Y/DC-3T Disgnostic Ultmsound System
P2 '

i

Mode ufOpmtion '_

*Jopecific
{Track | & 3)

- . S| - Color | Amplifudé
B M | PWD CWD Doppkr Doppler

C"""’i"“’ C':hcr {specify) -

jbpﬁ!hhlmic‘ '

Fet
Imaging
& Othet

“Ieeiss

[Neonaial Cephalic

P [MNote 1,256

Aduly Cephalic

P |Notel,256

Trany-rectal

Trans-vaginal.

 Frrans-urethral

 awavascuter -

[Othier (specify)*rs

Cardiac Adilt

P |Netel, 255

Cardiac Pediatric

P |Note1,256

inmvascular{Cm!mc)f": -

E=added und:rAppmd:xE o

Addznou:l commcms Combined mades: BiM, Pw-irB Color +B, Power +.B, #W sColor+ B, Power + PW-+B,
*intragperative includés dbdorhinal, thoracic, and vascular etc.
**Smali organ-breast, thyrold, testes, e1e,

“e**Other uss includes Urology: h’,
Note §: Tissué Hamemc Imasing, o
- - (Division Sign-Off}
o 'Nmz Smmﬂoﬂ Division of Radiologioal Devices
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Systaph:

- Aransducer: ‘
* - IntendediUse:
" Clinical Application o _Modeofqusfg;iosq
Specific : o own! cwp | Color | Ampitade! Combined o
(rrck 1 &3) . B M. PWD| CWD Doppler Dow G-} {spocify) GUmfspefgry}
Noté 2,3.4.56
Intmcpenhve(ﬂeum} , Lo
{Pediatic Pi{P| P. P i Note 2,3,4,56 -
Fetat ISmllersanispectva" - e lri? P Noie 23456
Himaging s ‘ P Note 2,3
7 P P Nate 233,56
P 2 .| P |Nae23sass
[Periphenal” . PYP{ P P Py P Note 2,3,4,5.6°
Vascular [Other (specify). } "= - = g

Ne=gew indication; Pepraviously cleared by FDA‘ E=added under Appendix E

Addmonat commients: Combined modes: B+M, PW+B, Colar+ B, Pawer+B, PW OCciomB Porwer +PW 1B
-'Inlmopan mludes sbdominal, lhuncm and va:cuiu: cte.

lhyrotd !esws. eir.

; cic imngmg.

Note 2: Smm.‘i[} M
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ndray Co.: Ltd: C-3T Diaghos i¢ Hltrasound Systém-
: - ‘Diagnostic Ulirasotind Indications for Use Form
;‘5 . L, Transduger: _ : - Cog
: ‘ Intended Use: ‘ magmstw uhmouné imaging or fluid. !low nmiysis of the humm hodyas foifows-.
‘ Clinical Apglication , ' " Mode of Operation " L e
L .
invsoperstive (specit) | P | P | P | 1 Note 23,8 .
|imtrpoperative (Newro) | ' 1 -
Tms&b‘pﬁ;’tﬁm-cm.) - ENE il T T
fMuséulo-sicéletal Conventional| P | P | P |Pp P L P Nate 234,56 T
|Musr.ul°-5§==ietal Sup:rﬁcml P} ) ’ : Note 2,3,4,5,6. : i

|Trms_¢so;ﬁ1.@ardm)

t i e | . S .
JPeriphere! {Peripheral Vasculsr FHERE] P P P [Note 23456,
: l\lmuh: ]oghn(;mfy) : ) o

i
] ‘“Oﬂwru' Imibﬂzs Umlagy
} ) Note: [+ Ttssue Hermoriic Imaging.
} Note 2: SmzrdD %\_’
- Note 3: iSeape (Division Sign-0ff) .
ivi adiclogical Devices
' ’ Noted:. tBeﬂm - Division of Radiolog

Office-of In Viro Diagnostic Device Eva.luatton and Safety '
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Syszem

lntended Usey

Bi asfic*lf]ltrasou:ld(!af&igiﬁhns for Use Form
BC-3DC-IT Diagnestic- Ultrasound Sysiem
D62

Di:agpostic ulmm?ig;agim or fluid flow culzfxis‘of the-human bodyufoﬁows-.

wde| Combined |
| (epeeity)

WD Oier {specify)

"!?edumc

‘Pdusculo.skeletal Conventional'!

g | intmucular

Note 1, 2. 36,7,

] .mns‘mph.(ncn—Cmm

Musculo-skeleind Supe:ﬂcmi

“‘Other use includes Umiegy
?jote I: Tissue Harmonic Imaging.
Note 2: Smar3D. '
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