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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 510(k) numberis: . 0CT 1 52009

1. Submitter:

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

518057, P. R. China

Tel: +86 755 8611 9549
. Fax: +86 755 2658 2680

Contact Person:

Sheng Haobin

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: July 31, 2009

2. Device Name: DC-7 Diagnostic Ultrasound System

Classification

Regulatory Class: II

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 (30-1TX)

3. Marketed Device:

DC-7 Diagnoﬁtic Ultrasound System is substantially equivalent to the following devices:
Mindray DC-3 (K#091491), Mindray DC-6 (K#072164), GE Vivid 56 (K#071985),
Siemens X300 (K#090276), GE Logiq P5 (K#060993), GE Vivid 7 (K#060542).
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4. Device Description:

The DC-7 Diagnostic Ultrasound System is a general purpose, portable, softwarc
controlled, ultrasound diagnostic system. This system is a Track 3 device that employs an
array of probes that include linear array probe, convex array probe, phased array probe
and volume probe with a frequency range of approximately 2.0 MHz to 12.0 MHz.

[l

5. Intended Use:

The DC-7 diagnostic ultrasound system is designed for M, B, pulsed doppler, continuous
Doppler, color Doppler, power Doppler modes, and combined modes (ie. B/M
Mode). The system is indicated for fetal, abdominal, pediatric, small organ (breast,
thyroid, and testes), cephalic (neonatal and adult), transrectal, transvaginal, peripheral
vascular, musculo-skeletal (conventional and superficial), and cardiac (neonatal and
adult). The system includes optional biopsy needle guides that attach to the transducers.

6. Safety Considerations:

The DC-7 Diagnostic Ultrasound System had been tested as Track 3 Device per the FDA
Guidance document “Information for Manufacturers Seeking Marketing Clearance of
Diagnostic Ultrasound Systems and Transducers” issued in September 2008. The acoustic
output is measured and calculated per NEMA UD 2: 2004 Acoustic Output Measurement
Standard for Diagnostic Ultrasound Equipment and NEMA UD 3: 2004 Standards for
Real-Time Display of Thermal and Mechanical Acoustic Output Indices on Diagnostic
Ultrasound Equipment. The device conforms to applicable medical device safety
standards, such as IEC 60601-1, 1IEC 60601-1-1, IEC 60601-1-2, IEC 60601-2-37, [EC
60601-1-4 and [SO 10993-1.

Conclusion:

The conclusions drawn from testing of the DC-7 Diagnostic Ultrasound System
demonstrate that the device is as safe and effective as the legally marketed predicate
devices.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

10903 New Hampshire Avenue
Document Control Room W-066-0609
Silver Spring, MD 20993-0002

JAN -4 2010

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
% MTr. Robert Mosenkis

President

CITECH

5200 Butler Pike

PLYMOUTH MEETING PA 19462-1298

Re: K092691
Trade/Device Name: DC-7 Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed Doppler imaging system
Regulatory Class: 11
Product Code: IYN, IYO, and ITX
Dated: September 29, 2009
Received: September 30, 2009

Dear Mr. Mosenkis:
This letter corrects our substantially equivalent letter of October 15, 2009.

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, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the DC-7 Diagnostic Ultrasound System, as described in your premarket notification:

Transducer Model Number

3CSA, C5-2 L14-6
V10-4, V10-4B 2P2
6C2 4CD4

714A,70L5,112-4, L7-3,L11-4




If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. 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
20 to http://www.fda.gov/AboutFDA/CentersOffices/d CDRH/CDRHOffices/ucm115809.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.cov/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 Mr. Paul Hardy at
(301) 796-6542.

Sincerely yours,

Y B o

{; Janine M. Morris
Acting Director, Division of Reproductive,
Abdominal, and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure(s)



Mindray Co. Ltd.- DC-7 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System X Transducer

Model: DC-7

510(k) Number(s)

Mode of Operalion

‘Clmlcal Application B M pwo | cwp D(;;:;; ] A::::;::e (::::.;;;1 Other (specify)
|bphlhalmic

iFetal N N N N N N Notel 2, 3,4,7,8
Abdominal N N N N N N N Notel 2, 3,4,5,7.8
ilnlmopemlivc (specify)*|

"Inlmopcrutive (Neuro)

”Luparoscopic

[iPediatric N | N N N N N N Note 1,2,4,5,2.8
[[small organspecisyy*s | N | N N N N N Notel, 2,4,7,8
INeonatal Cephalic N N N N N N N Notel, 2,4,5,7.8
Adult Cephalic N N N N N N N Notel, 2, 4,578
Trans-rectal N N N N N N Note 1,2,4,7,8
[Trans-vaginal N N N N N N Note 1,2,4,7.8
Trans-urcthral

[Trans-esoph.(non-Card.)

A———— N| ~N] N N N N | Note124738
I:,‘)‘u':;‘,‘.::;;“"““' N| N[N N N | Note1,2,4,78
|Ilmmvmulu
[(Cardiac Adutt N N N N N N N Note 1,2,5,7,8
[icardizc Pediatric N | N N N N N N Note 1,2,5,7,8
[iatravascular (Cardiac)

"Tmns-csoph.(Cardiu)

"Intra-Cardiuc

[tPeripheral Vaseular N N N N N N Note 1,2,4,7,8
[Cher specify)e*®

Nenew indication; P=previously cleared by FDA; Ewadded under Appendix E
Additienal comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B,
1 ——

ive includes inal, theracic, and

**Small organ-breast, thyroid, testes, etc.

Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Sman3D

Note 3:4D(Real-time 3D)

Note 4: iScape

Note$: TDI

Note6: Contrast Imaging

Note7: Calor M

Note8: Biopsy Guidance
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 2) CFR 801.109)

KO"]QLDQ\_

(Division Sign-0ff)

Division of Reproductive, Abdominal and
Radiological Devices / 1
510(k) Number ///\r/rym/4/7%@ -



Mindray Co. Ltd.- DC-7 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System Transducer b

Model: IC5A, C5-2
510(k) Number(s)

Mode of Operation

linical Application - i
” B | M |pwp]cwp| Colr |Amplitude| Combined
Doppler| Doppler | (specify)

Other (specify)

[lophthalmic
"Fetal N N N N N N Note 1,2,4,7,8
[labdominal NIN|[N N N N | Notel,2,478
Illntmoperative (specify)*
"Intmopcrative (Neuro)
"Lapamscopic
[[Pediatric N|N[N N N N | Notel,2,478
IISmall organ(specify)**
INeonatal Cephalic
Adult Cephalic
[Trans-rectal

Trans-vaginal
[Trans-urethral
[Trans-esoph.(non-Card.)
[Musculo-skeletal Conventional N N N N N N Note 1, 2,4,7,8
[Musculo-skeletal Superficial
"Imravnscular
[icardiac Aulr
flcardiac Pediatric
[Intravascular (Cardiac)
[Trans-esoph.(Cardiac)
[Intra-Cardiac
[[Peripheral Vascular N|~N]N N N N Note 1,2,4,7,8
flother (specify) '
N=new indication; P=previously cleared by FDA; E=added under Appendix E
Additional comments;Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

*Intraoperative includes abdominal, thoracic, and vascular etc.

**Small organ-breast, thyroid, testes, etc.

Note : Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3D

Note 3:4D(Real-time 3D)

Note 4: iScape

Note5: TDI

Note6: Contrast Imaging

Note7: Color M

Note8: Biopsy Guidance
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109) ND '
(L9}

(I?iyision Sign-0ff)
Division of Reproductive, Abdominal and

Radiological Devices
510(k) Number /
//)‘;ﬂ{%




Mindray Co. Ltd.- DC-7 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System
Model:
510(k) Number(s)

Tronsducer X
V10-4, V10-4B

|<Iinical Application

Mode of Operation

Color | Amplitude
Doppler] Doppler

Combined

(specify) | OeT pesif)

[lophhatmic

J[Feat

N N N N N Note 1,2,4,7.8

{lAbdominal

!llmmopcmtivc {specify)*

ﬂlnmopcmivc {(Neuro)

”Lapamwopic

[IPediatric

"Small organ(specify)*®

[Neonatal Cephalic

Adult Cephalic

[Trans.rectal

Note 1,2,4,7.8

[Trans-vaginal

Notc 1,2,4,7.8

[Trans-urethral

[Trans-csoph.(non-Card.)

Musculo-skeletal Conventional

||Musculo~skclcml Superficial

"lmravascular

[iCardiac Adun

[icardiac Pediarric

"lmravascular (Cardiac)

[[rrans-csoph.(Cardisc)

(limra-Cardiae

[iPeripheral Vasculas

[lower (specify)***

Nenew indication; Pspreviously cleared by FDA; E=added under Appendix E

Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

*Intraoperative includes abdominal, thoracic, and vascular cte.

**Small organ-breast, thyroid, testes, ctc.

**Small organ-breast, thyroid, testes, ctc.

Note 1: Tissuec Harmonic Imaging. The feature does not use contrast agents.

Note 2: Sman3D

Note 33D(Real-lime 3D)

Note 4: iScape

Notc5: TDI

Notet: Contrast Imaging

Note?7: Color M

Note8: Biopsy Guidance

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

Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

A0 231\

(Division Sign-0ff)
Division of Reproductive, Abdominal and

510(k) Number

Radiological Devices y///"f(f/bt%ﬁ%y



Mindray Co. Ltd.- DC-7 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System Transducer X
Modcl: 6C2
510(k) Number(s)

Mode of Opemtion

linical Application Color | Amplitude] Combined
}C B M [PWD|CWD Doppler | Doppler | (specify)

Other (specify)

|I0phlhulmic
|[Fetal
"Abdominal N|N N N N N Notc 1,2,4,7.8
Illnuaopcmtivc (specify)*®
‘I]ntmopcmivc (Neuro)
"Laparoscopic
[[Pediatric N|NJ|N N N N Note 1,2,4,7,8
|Ismalt organ(specify)**
[Nconatal Cephalic N N N N N N Note 1,2,4,2,8
IAdult Cephalic NN N N N N Notc 1,2,4,7.8
[Trans-rectal

[Trans-vaginal
[Trans-urcthral
[Trans-¢soph.(non-Card.)
IMusculo-skeletal Conventional N N N N N N Note 1,2,4,7,8
(IMusculo-sketetal Superficial N|NJ| N N N N Note 1,2, 4,2,8
"lmmvnscu!ar
”Cardinc Adult
|k:ardiac Pediatric
(lintravascular (Cardiac)
"Tmns-esoph.(Cardiac)
”lntm-Catdim:
([Peripheratl Vascular N[ N]N N N N Note 1,2,4.7.8
|k)lhcr (specify)
Ne=new indication; P=previously cleared by FDA; E=added under Appendix E
Additional comments:Combined modcs: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

*latraoperative includes abdominal, thoracic, and vascular etc.

**Small organ-breast, thyroid, testes, cic.

Note 1: Tissuc Harmonic Imaging. The feature docs not use contrast agents.

Note 2: Smart3D

Note 3:4D(Real-time 3D)

Note 4: iScape

Note5: TDI

Notc6 : Contrast Imaging

Note7: Color M

Note8 : Biopsy Guidance
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

VA0 32\ —

TOwvision Sign-0ff) .
(quision of Reproductive, Abdominal and

‘/,

Radiological Devices /A"l///%
510(K) Number ——=



System
Model:
510(k) Number(s)

Mindray Co. Ltd.- DC-7 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

Transducer

7LAA, 7L5, L12-4,L7-3, L11-4

X

linical Application

Mode of Operation

PWD

Color

cwD Doppler

Amplitude
Doppler

Combined

(specify) | OB<T (speeify)

(lophihalmic

N Note 1.2.4.7.8

|[intracperative (specify)®

Hlnuamcmlivc (Neuro)

|ILaparoscapic

[IPediatric

Note 1,2, 4,7.8

lISmall organ(specify)*®

Note 1,2, 4,7.8

[Nconatal Cephalic

z|z|=z

Zz|z|Zz

Z|Z|Z

Z|z|Zz

Zlz|Z

Z1Z|Z

Note 1,2, 4,7.8

JAdult Cephalic

[Trans-rectal

[Trans-vaginal

[Trans-urcthral

[Trans-esoph.(non-Card.)

[Musculo-skelctal Con

N Note 1.2,.4.7.8

|Musculo-skeletal Superficial

N Note 1.2,4.7.8

[lintravascular

||Cardiac Adult

|[Cardiac Pediatric

[lintravascutar (Cardiac)

[[Trans-csoph.(Cardiac)

{lintra-Cardiac

[Peripheral Vascular

N

N

N

N

N Note 1.2,4.7.8

||chcr (specify)***

N=new indication; P=previously clcarcd by FDA; E=added under Appendix E

Additional comments:Combined modcs: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

*Intracperative includes abdominal, thoracic, and vascular ctc.

**Small organ-breast, thyroid, testes, ctc.

Note 1: Tissue Harmonic Imaging. The feature docs not usc contrast agents.

Note 2: Sman3D

Note 3:4D(Real-time 3D)

Note 4: iScape

Note5: TD]

Notcé: Contrast Imaging

Note7: Color M

Note8: Biopsy Guidance

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

Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

(4

(Division Sign-0f)

Division of

Reproductive,

Rad’\o\ogica\ Devices

510(K) Number

Abdominal and

N W

o



Mindray Co. Ltd.- DC-7 Diagnostic Ultirasound System

Diagnostic Ultrasound Indications for Use Form

System Transducer %
Modcl: L14-6
510(k) Number(s)

Modc of Operation

linical Applicstion Color | Amplitude| Combined
B M | PWD CWD Doppler] Doppler | (specify)

Other (specify)

[lOphthalmic
{[Fetal
[tabdominal N N N N N N Note 1.2, 4.7
|intraoperative (specify)®
[lintracperative (Neuro)
|{Loparoscopic
|iPediatric
(ISmall organ(specify)**
[Nconatal Cephalic
JAdult Cephalic
[Trans-rectal
[Trans-vaginal
[Trans-urcthral
[Trans-csoph.(non-Card.)
[Musculo-skelctal Conventional] N N N N N N Note 1,2,4,7
[Musculo-skelctal Superficial N N N N N N Note 1,2, 4.7
|intravascutar
[ICardiac Adult
[ICardiac Pediatric
|intravascular (Cardiac)
{[Trans-csoph.(Cardiac)
llintra-Cardiac
[iPeripheral Vascul N N N N N N Note 1.2,4,7
o ot
Ne=new indication; P=prcvicusly cleared by FDA; E=added under Appendix E

Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Colar+ B, Power + PW +B.
bdominal, thoracic, and vascular etc.

Note 1,2,4,7
Note 1,2, 4,7
Note 1,2, 4,7

Z|Zz|Z
z|Zz|z
Zz|Zz|Z
Zz|z|=
z|z|Zz
z|z|=z

*Intraoperative includ

**Small organ-breast, thyroid, testes, cte.

Note 1: Tissue Harmonic Imaging. The feature docs not use contrast agents.

Note 2: Smart3D

Note 3:4D(Real-time 3D)

Note 4: iScape

NotcS: TDI

Notc6: Contrast Imaging

Notc7: Color M

Notc8: Biopsy Guidance
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

A699 by

(Division Sign-Off)
Division of Reproductive, Abdominal and

Radiological Devices 7] 7
510(K) Number //);n/ Tn /@1



Mindray Co. Ltd.- DC-7 Diagnostic Ultirasound System

Diagnostic Ultrasound Indications for Use Form

System Transducer X
Model: 2P2
510(k) Number(s)

Modc of Operation
linical Application PW Color | Amplitude| Combincd

BIM D CWD Doppler| Doppler | (specify)
[Ophthatmic
[Fetal
llabdominal NIN[N| N N N N Note 1, 2,5,7,8
"Intmopcmlivc (specify)®
Illntraopemtivc {(Ncuro)
|I£aparoscopic
lPediatric NIN|IN] N N N N Note 1, 2,5,7,8
"Smnll organ(specify)*®
INeonatal Cephalic N[N|N| N]| N N N Note 1, 2,5,7,8
[Aduit Cephalic N|N|NJ|] N N N N Note |, 2,5,7,8
[Trans-rectal

Other (specify)

[Trans-vaginal

Trans-urcthra!
Trans-csoph.(non-Card.)
[Musculo-skeletal Conventional
“Musculo‘skcletal Superficial
Ihnlmvascular
"Ca:diac Adult NIN|N N N N N Note 1, 2,5,7,8
|{Cardiac Pediatric NIN|N]|] N N N N Note 1,2,5,7,8
Ilntmvasculnr (Cardiac)
h‘mns-csoph.(Cnrdiac)
IlntmcCardiac
{IPcripherat Vascular
"()lhcr (specify)***
N=ncw indication; P=previously cleared by FDA; E=added under Appendix E
Additional comments:Combined modes: B+M, PW+B, Color + B, Powcer + B, PW +Color+ B, Power + PW +B.

*Intraoperative includes abdominal, thoracic, and vascular ctc.

**Small organ-breast, thyroid, tesies, ctc.

Note 1: Tissuc Harmonic Imaging. The feature docs not use contrast agents,

Note 2: Smart3D

Note 3:4D(Real-time 3D)

Note 4: iScape

Note5: TDI

Note6: Contrast Imaging

Note7: Color M

Note8: Biopsy Guidance
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

A0926A]

(Division Sign-0ff)
Division of Reproductive, Abdominal and

Radiological Devices /
510(K) Number V//M/Z:W _
‘ V4



Mindray Co. Ltd.- DC-7 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form '

System Transducer X
Model: 4CD4
510(k) Number(s)

Mode of Operation

[Clinical Application g | m|™Y| cwp | Cotor |Amplinde] Combined

D Doppler| Doppler | (specify) Other (specify)

{Ophthalmic
[[Fetal NfN|N N N N Notel,2, 3,4,7
labdominal N[N]N N N N Notel,2, 3,4,7
"lntmopcmivc (specify)®
"lmmoperative (Neuro)
“Laparoscopic
liPediatric N|[N|N N N N Notel,2, 3,4,7
"Small organ(specify)**
[Neonatal Cephalic
Adult Cephalic
[Trans-rectal

[Trans-vaginal

Trans-urcthral
[Trans-esoph.(non-Card.)
[Musculo-skeletal Conventional
“Musculo-skeletal Superficial

"Imravascular
||Cardiac Adult
[[Cardiac Pediatric
||[ntmvascular (Cardiac)
"l‘rans—esoph.(Cardiac)
"[ntm-Cardiac
IPeripheral Vascular
"O\her (specify)***
N=new indication; P=previously cleared by FDA; E=added under Appendix E
Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.
*Intraoperative includes abdominal, thoracic, and vascular ete.
**Small orgon-breast, thyroid, testes, clc.
Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.
Note 2: Smar3D
Note 3:4D(Real-time 3D)
Note 4: iScape
Notes5: TDI
Note6: Contrast Imaging
Note7: Color M
Note8: Biopsy Guidance
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation(ODE)

14092 LAl
(Division Sign-Off) apdominal and

Division of Repro.ducﬁve,
Radiological Devices //X‘VM« % %—
510(K) Number LA >

Prescription USE (Per 21 CFR 801.109)




