DEC 27 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: Q 055'?3.

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

Contact Person:

Meng Xianjun

Shenzhen Mindray Bio-medical Electronics Co., LTD

Mindray Building, Keji 12th'‘Road Scuth, Hi-tech Industrial Park,
Nanshan, Shenzhen, 518057, P. R. China

Tel: +86 755 8188 5640

Fax: +86 755 2658 2680

Date Prepared: Sept. 25, 2010

2. Device Name: DC-7 Diagnostic Uitrasound System
Classification
Regulatory Class: I|
Review Category: Tier |l
21 CFR 892.1550 Ultrasonic Pulsed Doppler Imaging System (90-1YN)
21 CFR 882.1560 Ultrasconic Pulsed Echo Imaging System (90-1YO)
21 CFR 892.1570 Diagnostic Ultrasound Transducer (90-1TX)

3. Predicate Device(s):
DC-7 Diagnostic Ultrasound System is substantially equivalent to the following devices.
They have the same technological characteristics, are comparable in key safety and
effectiveness features, and have the same intended uses and basic operating modes as the

predicate device.
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Predicate .
Device Manufacturer " Model 510(k) Control Number
1 Mindray DC-7 K101041
2 Mindray DC-3 K091941
3 GE Voluson E8 K061682
4 GE VIviID 7 K060542
5 GE LOGIQS Expert K0329874
6 Siemens Acuson CV70 K050240
7 Siemens Acuson Sequoia 512 K052410
8 GE LOGIQ P5 K060993

4. Device Description:
The DC-7 Diagnostic Ultrasound System is a general purpose, portable, software controlled,
ultrasound diagnostic system. Its function is to acquire and display ultrasound images in
B-mode, M-mode, Color mode, Color M mode, PW mode, CW mode, Power/DirPower
mode, TDI 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 probe, convex array probe, phased
array probe and volume probe with a frequency range of approximately 1.8 MHz to 12.0
MHz.
This modification will provide users with 3 additional transducers, some additional optional
features called STIC, Stress Echo, iPage, and etc. These modifications all lead to overall
quality and image enhancement.

5. Intended Use: .
The DC-7 Diagnostic Ultrasound System is applicable for adults, pregnant women, pediatric
patients and neonates. It is intended for use in abdominal, cardiac, small organ (breast,
testes, thyroid, etc), peripheral vascular, fetal, transrectal, transvaginal, pediatric,
transcranial (adult cephalic and neonatal cephalic), musculoskeletal (conventional and
superficial), intraoperative, and urology exams.

6. Non-clinical Tests:
DC-7 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, IEC 60601-1,
IEC 60601-1-1, IEC 60601-1-2, IEC 60601-2-37 ,JEC 60601-1-4 and 1SO 10993-1.

7. Technological Characteristics: ,
The DC-7 Diagnostic Ultrasound System has the same technological characteristics with

the predicate devices. All systems transmit ultrascnic energy into patients, then perform
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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. '

7.Conclusien:
The DC-7 Diagnostic Ultrasound System has the same technological characteristics, key
safety and effectiveness features, and has the same intended uses and basic operating
modes as the predicate devices.

Intended uses and other key features are consistent with traditional clinical practices,

FDA guidelines and established methods of patient examination. The design, development
and quality process of the manufacturer confirms with 21 CFR 820, ISC9001 and ISO13485
quality systems. The device conforms to applicable medical device safety standards. .
Therefore, the DC-7 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 Public Heaith Service

Virad

Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

% Mr. Jeft D. Rongero

Senior Project Engineer

Underwriters Laboratories, Inc.

12 Laboratory Drive _

Research Triangle Park, NC 27709 neoo 27 F

Re: K103583
Trade/Device Name: DC-7 Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: II ' -
Product Code: IYN, IYO, and ITX
Dated: December 3, 2010
Received: December 7, 2010

Dear Mr. Rongero:

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

3C5A L12-4 P73

C5-2 L7-3 P12-4
V10-4 Lil-4 7LT4
V10-4B L14-6 DE10-3
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If your device is classified (see above) into either class Il (Special Controls) or class I (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/f CDRH/CDRHOffices/ucm115809.hum 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
hitp://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDORH’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. '

Sincerel urs,

L
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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", " Hndications for Use

510(k) Number (if known): DEC 27 2010

Device Name: DC-7 Diagnostic Ultrasound System

Indications For Use:

The DC-7 Diagnostic Ultrasound System is applicable for adults,
pregnant women,pediatric patients and neonates. It is intended for use in
abdominal, cardiac, smali organ (breast, testes, thyroid, etc.), peripheral
vascular, fetal, transrectal, transvaginal, pediatric, transcranial (adult
cephalic and neonatal cephalic), musculoskeletal (conventional and
superficial), intraoperative, and urology exams.

il

Prescription Use _ X AND/OR Qver-The-Counter L
{Part 21 CFR 801 Subpart D} (21 CFR 807 Subp

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

Concurrence of CDRH, Offi f In Vitro Diagnostic Devices (OIVD)

Page 1 of __1
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J7Digsion of Radiclogical Devices
Office of 1 Vizo Diagnostic Device Evaluation an
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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 Operation
Clinical Application li i
B M | PWD | cwD D(;g:lir Alg“o';;l‘;‘:“ (i:;'::"t;)d Other (specify)

jlophthaimic

IFetat Pl P p P P P Notel 2,3, 4,6,7
A bdominal | P P P P P P P Notel 2,3,4,56,7
{Intraoperative (specify)* P.ij P P P Note 1,2, 4,6,7
“lntraopcrativc (Neuro) ‘ :

|]Lapamscopic

ipediatric P P P P P P P Note 1,2, 4,567
Small organ(specify)** P P p P P P Notel, 2, 4,6,7
INeonatal Cephalic P P p P P P P Notel, 2, 4,5.6,7
JAduls Cephalic P P p P P P P Natel, 2,4,5,6,7
[Trans-rectal P P P P P P Note 1,2,3,46,7
[Trans-vaginal P P P P P P Note 1,2,3,4,6,7
[Trans-urethral

[Trans-esoph (non-Card.}

[Musculo-skeletal Conventional | P P P P P P Notke 1,2,46,7
[Musculo-skelelal Superficial P P P P P P Note 1,2,4.6,7
Intravascular

Cardiac Adult P P P P P p P Note 1,2,5,6,7
Cardiac Pediatric P P P P p P P Note 1,2,5,6,7
Intravascular (Cardiac)

rans-esoph.(Cardiac)

[nira-Cardiac
([Peripheral Vascular P P P p P P Note 1,2,4,6,7
lother (specify)e=* N N N N N N Note 1,2,4,6,7

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, ete.

¥#9()ther use includes Urology.

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

Note 2! Sman3D

Note 34D{Real-time 3D)

Note 4: iScape

Netes: TDI

Neted: Color M

Note?: 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) /
P By

Ll (Division Sign-Otf}
_ Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

510K j[\ ”\5557)
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Mindray Co. Ltd.— DC-7 Diagnostic Ultrascund System

Diagnostic Ultrasound Indications for Use Form

Sysiem
Model:

3C5A

Transducer

510{k) Number(s}

X

Mode of Operation

Clinical Application

PWD 1 CWD

Color
Doppler

Combined
(specify)

Amplijude
Doppler

Other (specify)

[Ophthalmic

Fetal ' P p P

Note |, 2,4,6,7

lAbdominal P P

Note !, 2, 4,67

[nraoperative (specify)*

]I!mraoperative (Newro)

]lLaparoscopic

Pediatric P P P

Note 1,2, 4,67

Small organ(specify)**

Neonatal Cephalic T .

A dult Cephalic ]

[Trans-rectal

I'rans-vaginal

Trans-urethral

[Trans-esoph.(non-Card.)

Musculo-skeletat Conventional P P P

Note 1,2, 4,67

Musculo-skeletal Superficial

Intravascular

Cardiac Adult

iCurdiac Pedtatric

Intravascular (Cardiac)

[Trans-esoph.{Cardiac)

Intra-Cardiac

"Periphera] Vascular P P P

Note 1,2, 4,6,7

||Olher (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.

*4*(ther use includes Urology.

Note |- Tissue Harmenic Imaging. The featurs does noi use contrast agenls.

Note 2 Sman3D.

Note 34D(Real-time 3D).. . oo

Note 4: iScape

Note5: TDI

Noteé: Color M

Note7: 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)

7z

e

 {Divisien Sign-Off)
Division of Radiclogical Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

: - 510K F\l 2359557
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Mindray Co. Ltd.— DC-7 Diagnostic Ultrasound System

Diagnosti¢ Ultrasound Indications for Use Form
System worie gy )
Model:

510(k) Number(s)

Transducer X

C5-2

Mode of Operation

Clinical Application - -
PP B v | rwn| cwo Color | Amplitude Comb}ned
Doppler | Doppler | {(specify)

Other (specify)

Orphthalmic
Fetal P P P P p P Note 1,2,4,6,7
lAbdominal P P P P P P Note 1,2,4,6,7

Intraoperative (specify)*

Intraoperative (Neuro)

Laparoscopic
Pediatric P P P P P P Note |, 2,4,6,7

Small organ(specify)**

Neonatal Cephalic
lAduly Cephalic
Trans-rectal

[Trans-vaginal

[Trans-urethral

Trans-esoph.(non-Card.) .
Musculo-sketetal Conventional |7 P P.| P P P P Note 1,2,4,6,7
Musculo-skeletal Superficial — “ [ %) ‘

] . ry '

||Imravascular N by E

l[cardiac Adul

||Cardiac Pediatric
Intravascular (Cardiac)

Trans-esoph.{Cardiac)

[ntra-Cardiac
ffperipheral Vascular el p [0 P P P Note 1,2, 4,6,7
||Olher (specifiy)***

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.

**«(Orher use includes Urology.

Note 1: Tissue Harmenic Imaging. The featlure does not use contrast agents.
Note 2: Smart3D

Note 34D{Real-time 3D) .

Note 4: iScape

Note5: TDI

Noteé: Color M

Note?: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE [F NEEDED)
Concurrence of CDRH, Office of Device Evaluation{ODE)

)

Prescription USE (Per 2} CFR 801.109) /g\/{,
{Division Sign-Off)
Division of Radiotogical Devices
Offics of In Vitro Diagnostic Device Evaluation and Safety

510K_hj_22&0.0.8_0
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Mindray Co. Ltd.— DC-7 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form
System ) Transducer X

Maodel: . Vip-4
510(k)} Number(s) '

Mode of Operation

Clinical Application i i
PP B m | rwp| cwp Color | Amplitude Comb}ned
Doppler | Doppler | (specify)

Other (specify)

Ophthalmic
Fetal R
lAbdominal R
Intraoperative (specify)*

P P ) P P P Now 1,2,4,6,7

Intraoperative {Neuro)

Laparescopic

Pediatric

Small organ(specify)}**

[Neonatal Cephalic
Adult Cephalic

[Trans-rectal P P P P P P Note 1,2, 46,7
P P p P Note 1,2,4,6,7

[Trans-vaginal

[Trans-urethral

[Trans-esoph.{nen-Card.}
[Musculo-skelctal Conventional

|IMusculo-skeIetﬂl Superhcial

“Inlravascular

"Cardiac Adult

[lcardiac Pediatric
[ntravascular {Cardiac)

[Trans-esoph.(Cardiac)

Intra-Cardiac ,

||Peripheral Vascular Do
||01her (specify)h*#
N=new indication; P=previously cfeared 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 vascutar eic.

NN N N N Note 1.2,4,6,7

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

**=*Qther use includes Urology.

Note 1; Tissue Harmonic Imaging. The feature does not use contrast agents.
Note 2: Smart3D
Note 3:4D{Real-iime 3D)
Note 4: iScape
Note5 TDI
Noteb: Color M
Note7: Biopsy Guidance
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOVTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109) ///-

e (Division Sign-Off)
Divisian of Radiological Devices
Office of in Vitro Diagnostic Device Evaluation and Safety

ke NODDED
L e 008-5




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

Diagnostic Ultrasound Indications for Use Form
System Transducer X

Model: V10-4B
510(k} Number(s)

Maode of Operation

IClinicaI Application i i
pp ) B M | pwn | cwp Color | Amplitude Comb.lnt:d
' Doppler| Doppler | (specify)

Other (specify)

[Ophthalmic
Fetal P ? P P P P Note 1, 2, 4,6,7
lAbdominal

Intracperative (specify*

Intraoperative (Neuro}

Laparoscopic

Pediatric

Small organ(specify)**

Neonatal Cephalic
lAdult Cephalic

[Trans-rectal P P P P P P Note 1,2, 4,67
[Trans-vaginal P P P P P P Note 1, 2, 4,6,7

[Trang-urethral

[Trans-esoph.{non-Card.)

Musculo-skeletal Conventional

||Musculu-skeletal Superficial

|IImravascular

“Cardiac Adult

llcardiac Pediaric
[ntravascular {Cardiac}

I'rans-gsoph (Cardiac)

Intra-Cardiac

Peripheral Vascular Lo .
lother (specifyy+*+ N[~ N N N N Note 1.2,4,6.7
N=new indication; P=previously cleared by FDA: E=added under Appendix E

Additional commenis:Cembined modes; B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

*Intraoperative includes abdominal, thoracic, and vascular ete.

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

***Other use includes Uralogy. .

Note 1: Tissue Harmonle [maging. The feature does not use contrast agents.

Note 2: Smart3D v !

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

Noie4: iScape

Note5: TDI

Note6: Color M

Note7: Biopsy Guidance
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evalua;ipn(()ﬁ)

//W
Prescription USE (Per 21 CFR 801.109) £~ (Division Sign-Off)
Division of Rediological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

sk _AIOADEA
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Diagnosfic, Ultrasound Indications for Use Form

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

Mode of Operation

Clinical Application i i
Pp B M | ewn | cwp Color | Amplitude Cumb.med
Doppler| Doppler | (specify)

Other (specify)

(Ophthalmic

Fetat
Abdominal P P P P P p Note 1, 2,4,6,7

|Intraoperutive {specify)*

“Lntraupcrﬂlin {Neuro)

Hl_uparuscopic

Pediatric B P P P P P Note 1,2, 46,7
Semall organ(specifyy** .

Neoenatad Cephalic P p P P P P Note 1, 2, 4,6,7
lAdult Cephalic I3 P P P P P Nowe 1,2, 467

I'rans-tecial

I'rans-vaginal

I'rans-urethral

[Trans-esoph.(nen-Card.) s

Musculo-skeletal Conventional ..o g8

P | Py P P P Note 1,2, 4,6,7
' : P P P Note 1, 2,4,6,7

J

[[Musculo-skeletal Superficial . - B’

|Ilntravuscul ar

||Cardizlc Adult

f[cardiac Pediatric
[ntravascular {Cardiac)

[Trans-esoph.(Cardiac)

Intra-Cardiac
[[Peripheral Vascular Pl p]| P P P P Note 1,2,4,6,7
HOthcr (specify)***

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

Addisional 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.

***(ther use includes Urology.

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

Note 2: Sman3D ‘ '

Note 34D(Real-time 3D)

Note 4: iScape

Note5: TDI

Note6é: Color M )

Note?: Biopsy Guidance’: @, .
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Officé of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

Al
=" (Division Sign-Off
Division of Radiotogical Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

el 2
5101(_bfg—1§&—_/—————
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Diagnostic Ultrasound Indications for Use Form
System . . Transducer X

Model: TL4A
510(k) Number(s)

Mode of Dperation

linical Application Color | Amplitude | Combined
Doppler| Doppler | (specify)

B M PWE cwD

Other {specify)

[lophthalmic N P

[[Fetal A R

Note 1.2,4,6,7

[labdominal T EEIEE A . P P
“[mrauperalive (specify)* )

[linraoperative (Neura)

|lsparoscopic

|[Pediarric P P P P P

Note 1,2,4,6,7

o
e~
=
-l
=]

|[Smal] organ{specify}**

Note £,2,4,6,7

Neonatal Cephalic P P p P P

Note 1,2, 4,6,7

lAdult Cephalic

[Trans-rectal

[Trans-vaginal

[Trans-urethral

[Trans-esoph.(non-Card.)

Musculo-skeletal Conventional P ? P P P

Note 1,2, 4,6,7

Musculo-skeletal Superficial P P p P P

Note 1,2, 4,6,7

Intravascular

KCordiac Adult

" lcardiac Pediatric

Intravascular (Cardiac)

[Trans-esoph.{Cardiac)

In(ra-Cardiac

Peripheral Vascular P P P P P

Note 1,2, 4,6,7

Other (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, thyreid, lestes, etc.

*+*Other use incjudes Urology: o

Note 1: Tissue HarmonicJmaging: The feature does not use contrast agenss.
Note 2: Smarntd3 * "*" "' )

Note 3:4D(Real-timg 30)

Note 4; iScape

Notes: TDI

Note6é: Color M

Note7: 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)

P {Division Sign-Off)
Division of Radiological Davices

Office of In Vitro Diagnostic Device Evaluation and Safety

Ak A AET

008-8



Diagnostic Ultrasound Indications for Use Form

System
Model:
510(k) Number(s)

Transducer X
7L5

linicat Application

Mode of Operation

Color | Amplitude| Combined

W W
PWD CWD Doppler| Doppler | (specify)

Other (specify)

[lophthalmic

[IFetal

"Abdominnl

Note 1,2, 4,67

[ltmiracperative (specify)*

||[mraopera|ive (Neuro)

{lLaparoscopic

|[Pediatric

Nole 1,2,4,6.7

||Sma]! organ(specify)®*

=
o
2
b=

Nole 1,2, 4,6,7

Neenatal Cephalic

Note |,2,4,6,7

lAdult Cephalic St

[Trans-rectal

[Trans-vaginal

[Trans-uretiiral

[Trans-esoph.(non-Card.}

Musculo-skeletal Conventional

Naote 1,2, 4,6,7

[IMusculo-skeletal Superficial

Note 1,2, 4,6.7

|[]mravascular

l[Cardiac Adult

[Cardiac Pediatric

Intravascular (Cardiac)

rans-esoph.(Cardiac)

Intra-Cardiac

Peripheral Vascular

Note 1,2,4,60,7

ther (specify)***

N=new indicalion; P=previously cleared by FDA; E=added under Appendix E

Additicnal commenis:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

*intraoperative includes abdominal, thoracic, and vascular etc,

**Small orpan-breast, thyreid, testes, eic.

*+**Other use includes Urology.

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

Note 2: Smari3D

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

Note 4: iScape

Note3: TDI

Note6: Color M oo o !

Note7: Biopsy Guidance "% -

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

Conecurrence of CDRH, Officé of Device Evaluation(QODE)

Prescription USE (Per 21 CFR 801.109)

{Division Sign-Off)
Bivision of Radivlogicat Devices
Office of In Vitro Diagnostic Device Evaiuation and Safoty

T N oY,




' Diﬁgp tic Ultrasound Indications for Use Form
System el a "Transducer x

Model: ' Li12-4
510(k) Number(s)

Meode of Operation

B M PWD CWD

Clinical Application Color } Amplitude | Combined
Doppler | Doppler | (specify)

Crher (specify)

|lophthalmic

|IFetal

|lAbdominal P P P P P

Note 1,2,4,6,7

|intraoperative (specify)*

]IInlraoperalive {Neuro)

i[Laparoscopi c

{lPediaic P P P P P

Note 1,2,4,6,7

hyd
=
-
-
-l

|lsmall organ(specify)**

-

Note 1,2,4,6,7

[Neanatal Cephalic P P P P P

Note 1,2,4,6,7

Adult Cephalic

[Frans-rectal

[Trans-vaginal

[Trans-urethral

[Trans-esoph.(non-Card.)

Musculo-skeletal Conventional P P P P P

Note 1,2,4,6,7

[[Musculo-skeleral Superticial P P P P P

Note 1,2, 4,6,7

"lntravascu!ar

|[Cardiac Adult

|ICardiac Pediatric R

[fratravascutar (Cardiac) BEr

"]'rans.esoph.(Cardiac) | B

"Intra-CardiaC Ll !

|[Peripheral Vascular P P P P P

Note 1,2, 4,6,7

[[other ¢specifyy***

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

Additional comments Cambined modes: B+M, PW-B, Colar + B, Power + B, PW +Color+ B, Power + PW +B.

*Intrapperative includes abdominal, theracic, and vascular ete.

**+Small organ-breast, thyroid, testes, eic.

*+*Other use includes Urology.

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

Note 2: Sman3D

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

Note 4; iScape

Note5: TDE

Notes: Color M

Note?: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER FAGE [F NEEDED)

Concurrence of CDRH, Office of Device Evaluation(ODE)

Irescription USE (Per 21 CFR 8C1.109)

e {Division Sign-Off)
Division of Radiological Davices

Office of In Vitro Diagnostic Device Evaluation and Safoty

W05 I

510K

008-10



ll
Diagnostic Ultrasound Indications for Use Form
System Transducer X

Model: L7-3
5310(k} Number(s}

Mode of Operation
Color | Amplitude | Combined
Doppler | Doppler | (specify)

Clinical Application .
Other (specify)

M' | PWD cwD

[Ophthalmic i Y
Fetal .
[Abdominal P P P P P P Note 1,2,4,6,7
Intraoperative (specify)*
Intraoperative (Neuro}
APAroscopic

[IPediatric P P P P P P Nate 1,2, 4,6,7
llsmall organispecify)** P P P P P P Note 1,2, 4,6,7
[Neonatal Cephalic 9 P P P p P Note 1,2, 4,6,7
Adult Cephalic

[Trans-rectal

[Trans-vaginal
[Trans-urethral
[Trans-esoph (non-Card.)

Musculo-skeletal Conventional | P P P P P P Note 1,2, 4,6,7
[IMusculo-skeleial Superficial P P P P P P Note 1,2, 4,6,7
Illnlravascular
|[Cardiac Aduh

l[Cardiac Pediairic
I[lmruvascular {Cardiac)
|rrans-esoph (Cardiac)
II]ntra-Curdiuc
|[Peripheral Vascular P P P P P P Note 1,2, 4,6,7
]IOIher (specilfy)***

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 +Colort B, Power + PW +B.

*[ntraoperative includes abdognina], thoracic, and vascular etc. '

**Small organ-breast, ]hy;@id;,lcslqs, ele. . . o, '

4+ Other use includes Utology.

Neie 1: Tissue Harmonic Iinaging. The feature does not use contrast agents,

Note 2: Smart3D

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

Naote 4: iScape

Notes: TDI

Noted. Color M

Note?: Biopsy Guidance
(PLEASE D0 NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER FAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

.

{Division Sign-Off) ‘
Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

510K
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Diagnostic Ultrasound Indications for Use Form

System
Model:
510(k) Mumber(s)

L11-4

Transducer

X

linical Apptication

Mede of Operation

PWD

CwWD

Color
Doppler

Amplitude
Doppler

Combined
(specify)

Other (specify)

IIOphlhaimic

lIFeral

[abdominal

Note 1,2, 4.6,7

||In[mopcra1ive (specify}*

[linracperative (Neure)

[iLaparoscopic

[iPediatric

Note 1,2, 4,6,7

[ISmall organ{specify)**

-

-

=

Note 1,2, 4,6,7

[Neonatal Cephatic

o=

Note 1,2, 4,6,7

|Adule Cephalic

[Trans-rectal

[Trans-vaginal

[Trans-urethral

[Trans-esoph.(non-Card )

Musculo-skeletal Conventional

Note 1,2, 46,7

|nuscuto-skeletal Superficial

Note 1,2,4.6,7

“lntravascular

"Cardiac Adult

"Cardiac Pediatric

|lintravascutar {Cardiac)

|Frans-esoph.(Cardiac)

lllntra-Cardiac

{[Peripheral Vascular

P

Note 1,2, 4,6,7

"alcr (specify)***

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

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

*[ntracperative includes abdeminal, thoracic, and vascular exc.

**Smatl organ-breast, thyroid, testes, etc,

***Other use includes Urclogy.

Naote 1: Tissue Harmonic Imaging, The feature does not use contrast agens.

Note 2: Smart3D

Note 3:4D{Real-1ime 3D)

Noite 4: iScape

NoteS; TDI

Note6: Color M

NoteT: Biopsy Guidante {7}

(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}

r =

(Division Sign-Off)
_ Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

sk IR DED
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Diagnostic Ultrasound Indications for Use Form
System Transducer X

Model: L14-6
5t0(k) Number(s}

Mode of Operation
linical Application B M PWD cWwD Color | Amplitude Colnbfned
Doppler| Doppler | (specify)

Other (specify)

jfophthalmic
HFeal
[labdominal P P P P P P Note 1,2, 4.6,7
||lmmopcra(ive (specify}®
[lintracperative (Neuro)
[h-2paroscopic
[Pediatric P P P P P P Note 1,2, 4,6,7
Small organ{specify)** ! Note 1,2,4,6,7
MNeonatal Cephalic P . P P | P P Note 1,2,4,6,7
Adult Cephalic
Truns-rectul
[Trans-vaginal
[Trans-urethrat
[Trans-esoph.{non-Card.)
Musculo-skeletal Conventional P P P P P F Note 1,2, 4,6,7
Musculo-skeletal Superficial Pl P P P P P Note 1,2, 4,6,7
Illturavascular - :
IICaniiac Adult . Yo
licardiac Pediatric )
llintravascular (Cardiac)
lfTrans-esoph.{Cardiac)
Hlmra~Cardiac
{IPeripheral Vascular P P P P P Note 1,2, 4,67
IIOIhcr (specify)***
Nenew indication; P=previously cleared by FDA; E=added under Appendix E

Additional commenis:Combined modes: B+M, PW+1B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

*Intraoperative includes abdominal, thoracic, and vascular etc.

e}
-
o
-
b~
-

**Small organ-breast, thyroid, testes, €ic,

***(her use includes Urology.

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

Note 2: Smart3D

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

Note 4: iScape

Note5: TDI

Notet: Color M

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

Prescription USE (Per 21 CFR 801.109)

r

{Division Sign-Off}
Division of Radiological Devices
Office of in Vitro Diagnostic Device Evaluation and Safety

510K_]M
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Diagnostic Ultrasound Indications for Use Form
System Transducer 4

Model: 2P2
510(k) Number(s)

AR | ) Mode of Operation

Clinical Application ' PW ; :

18| M 'D CWD Di‘;ﬁ; A[’)"O’;[:l‘;? f;’p’zsl’ge)d Other (specify)
Ophthalmic
Fetal
[Abdominal P P P P P P P Note 1, 2,5,6,7
Intraoperative (specify)*
Il[mraoperativc {Neuro}
IlLaparoscopic
Pediatric P P P P P P P Note 1,2,5,6,7

Small organ(specify)**

Neonatal Cephalic

Note t,2,5,6,7

lAdult Cephalic P

Note 1, 2,5,6,7

[Trans-rectal

I'rans-vaginal

Trans-urethral

I'tans-esoph.(non-Card. }

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Intravascular

Cardiac Adult 1P

Note 1, 2,5,6,7

Cardiac Pediatric R ol B P SN I A

Note 1,2,56,7

[ntravascular (Cardiac)

[Trans-esoph.(Cardiac)

intra-Cardiac

Peripheral Vascular

Onher (specify)***

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

Addilional commenis:Combined mades: 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, ete.

**#x0ther use includes Urology.

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

Note 2: Smart3D

Nete 3:4D(Real-time 3D

Note 4: iScape

Notes: TDI

Noteé: Color M

Note7: Biopsy Guidance

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

Concurrence of CDRH, Office of Device Evalfation(ODE)

Prescription USE (Per 21 CFR'801.109
i . {Division Sign-Off)

1
: Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Satety

o JALORASE™

T
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System
Model:

510(k) Number(s)

Diagndstic Ultrasound I[ndications for Use Form

Transducer

4CD4

X

Clinical Application

Mode of Operation

PW

CwDh

Color
Doppler

Doppler

Amplitude| Combired

(specify)

Other (specify)

(Ophthalmic

Fetal

Notel 2,3, 4.6

bdominal

Notel,2,3,4,6

Iniraoperative (specify)* « (1]

"Imraopcmtive {Neuro)

DEEETREY & |

"Lapamscopi

c

Pediatric

Notel,2, 4,6

Small organ

(specity)**

Neonatal Cephalic

[Adult Cephalic

[Trans-rectal

[Trans-vaginal

[Trans-urethral

Trans-esoph.(non-Card.)

Musculo-sk

eletal Conventional

Musculo-sk

eletal Superficial

Intravascular

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph.(Cardiac)

I ntra-Cardiac

|F’eripheral Vascular

||Other (specify)***

N=new indication; P=previously’ c@g_arcd by FDA; E=added under Appendix E

Additional comments:Combinéd-ijodes: B+M; PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

*Intraoperativé includes abdominal, thoracic, and vascular ete,

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

*¥*(ther use includes Urology.

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

Note 2; Smart3D

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

Note 4: iScape

Nate5: TDI

Noted: Color M

Note7: 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

/ {Division Sign-O#)
Divsion of Radiclogical Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

510K V\ A58
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Diagnostic Ultrasound Indications for Use Form
System Transducer X

Model: P4-2
510(k) Number(s)

Mode of Operation

B | M CWD

Clinical Application pw Color | Amplitude| Combined
D Doppler| Doppler | (specify)

Other {specify)

Ophthalmic

Fetal

| Abdominal ‘pleleP P P P P

Note 1, 2,5.6,7

Intracperative (specify)*

Intracperative (Neuro}

[l aparoscopic

Pediatric P P P P P P P

Note 1,2,5,6,7

Small organ(specify)**

Neonatal Cephalic

Note 1, 2,5,6,7

Adult Cephalic plplep P

Note 1, 2,5,6,7

[Trans-rectal R I ,

[Trans-vaginal

[Trans-urethral

[Trans-esoph.(non-Card.)

Musculo-skeletal Canventional

Musculo-skeletal Superficial

Intravascular

ardiac Adult P P

Note 1, 2,5,6,7

"Cardiac Pediatric P P

Note 1, 2,5.6,7

Intravascular (Cardiac})

[Trans-esoph.(Cardiac)

[ntra-Cardiac

"Peripheral Vascular

“Olhﬂr {specify)***

N=new indication; P=previvusly 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.

*Iniraoperative inciudés abdominal; thoracic, and vascular etc.

»*Small organ-breast, thyroid, testes, ete.

***#(ther use includes Urology.

Note J; Tissue Harmonic Imaging. The feature does not use contrast agenis.

Note 2: Smart3D

Note 3:4D(Real-timé 3D)

Note 4 iSeape 10 TH )

Notes: TDI  °~ =77

Note6: Color M

Nete7: 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,

LT ——
- {Division Sign-Off)
Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

o0 BD B

008-16



Diagnostic Ultrasound Indications for Use Form

System Transducer X

Mode!: . T P37-3
510(k) Number(s} )

Mode of Operation

IC]inica!A lication :
PP B M PW CWD Color

Amplitude
D Doppler| Doppler

Combined
{specify)

Other (specify)

jOphthalmic

Fetal

lAbdominal P P P P P P

Note 1,2,56

Intraoperative (specify)*

|Ilntraoperalive (Neuro)

||Laparoscopic

Pediatric P P P P P P

Note 1, 2,56

Small organ(specity)**

Neonatal Cephalic P P P P P p

Note 1,2,5,6

Adult Cephalic P P P P P P

Note 1, 2,5,6

I'rans-recial

[Trans-vaginal

Trans-urethral

[Trans-esoph.(non-Card.)

Musculo-skeletal Conventional P o P P p

Note 1, 2,6

||Muscu|o-skclcta| Superficial

||lntravascular A P

"Cardiac Adult N I P P. P P

Nowe 1,2,5,6

"Cardiac Pediatric S

Note 1,2,5.6

Intravascular (Cardiac)

[Trans-esoph.{Cardiac)

[ntra-Cardiac

"Peripheral Vascular

"Olhef (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, ete.

**+*(ther use includes Urology.

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

Note 2: Smart3D

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

Note 4: iScape

Note3: TIH

Note6: Color M

Note7: Biopsy Guidance

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

Concurrence of CDRH, Office of Device Evaluation(ODE)

W g e ‘
W

Prescription USE (Per 21 CFR 801.109)

&_\

(Division Sign-Off)
Division of Radiological Devices
Office of In Viro Diagnostic Device Evaluation and Safety

T s ODOFS

008-17



Diagnostic Ultrasound Indications for Use Form

System
Model:
510(k) Number(s}

Transducer X
P12-4

ICIinical Application

Mode of Operation

PW I Color | Amplitude
B M D Cwp Doppler| Doppler

Combined
(specify)

Other (specify)

[Ophthalmic

Felal

lAbdominal

Note 1,2,5,6

[niraoperative (specify)* - ;

[ntraoperative (Neuro)

Hl.aparoscopic

Pediatric

Note 1,256

Small organ{specify)**

[Neonaial Cephalic

1

Noie 1, 2,56

lAdult Cephalic

Nowe 1,256

[Trans-rectal

[Trans-vaginal

[Trans-urethral

[Trans-esoph.(non-Card.)

Musculo-skeletal Conventional

Note 1, 2,6

"Musculo-skelelul Superficial

"Imravascu]ar

||Cardiac Adult

Noie 1, 2,56

||Cardiac Pediatric

Note 1,2,5,6

Intravascular (Cardiac)

[Trans-esoph.(Cardiac)

Intra-Cardiac

Peripheral Vascular

"Olher (specify)***

N=new indication; P=previously i:l,egred by FDA: E=added under Appendix E

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

*Intraoperative includes abdominal, thoracic, and vascular ete,

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

***+()ther use includes Urology.

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

Note 2: Smart3D

Nete 3:4D(Real-time 303)

Note 4: iScape

NoteS: TDI

Note6: Color M

Note7: 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)

 —

P

{Division Sign-Off}

Division of Radiological Devices
Office of In Viro Diagnostic Device Evaluation and Sefety
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Diagnostic Ultrasound Indications for Use Form

Systern
Model:
510(k) Number(s)

TLT4

Transducer

X

tinical Application

Maode of Operation

B M PWD

CwWD

Color
Doppler

Amplitude
Doppler

Combined
{specify)

Orther (specify}

"Ophlhalmic

[[Fetal

[labdominal

Note 1,2, 4,6,7

[[tntraoperative (specify)*

Note 1,2, 4,6,7

"Imraopcralive (Neuro)

[ILaparoscopic

Pediatric

Note 1,2, 4,6,7

Small organ{specify )**

)
-
e

-

o

Note 1.2, 46,7

[Neonatal Cephalic

Note 1,2,4,6,7

|Adult Cephalic

[Trans-rectal

[Trans-vaginal

[Trans-urethral

(Trans-esaph.(non-Card.)

[Musculo-skeletal Conventional

Note 1,2, 4,6,7

[Musculo-skeletal Superficial

Note 1,2,4,6,7

[Intravascular

iCardiac Adult

[Cardiac Pediatric

Intravascular (Cardiac)

[Trans-esoph. (Cardiac)

Intra-Cardinc

eripheral Vascular

Note 1,2,4,6,7

ther {specify)***

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

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

*Intraoperative inchudes abdominal, thoracic, and vascular elc.

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

***Other use includes Urology.

Noig 1 Tissue Harmonic [maging. The feature does net use conirast agents,

Note 2: Smant3D

Note 3: 4IXReal-time 3D)

Noie 4: iScape

Note§: TDL

Netet: Color M

Note7: Biopsy Guidance

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

Offi¢e of Device Evaluation(ODE)

Concurrence of CDRH,

L

W g . .-

. - ‘l
Prescription USE (Per 21 CFR 801.109)

s

510K

/ (Division Sign-0ff)
Division of Radiclogical Devices
Office of In Vitro Diagnostic Device Evaluation and Satety

o DS S

008-19



Diagnostic Ultrasound Indications for Use Form

System
Model:
SL0{k) Number(s)

Transducer

x

ICIinical Application

Meode of Operation

Color

B M | PWD | CWD
Doppler

Amplitude
Doppler

Combined
(specify)

Other (specify)

{Ophthalmic

tetal

Note 1,2,3,4,6

IAbdominal

Intraoperative (specify*

Intracperative (Neuro}

Laparoscopic

Pediatric

Small organ(specify)**

Neonatal Cephalic

Adult Cephalic

I'rans-rectal

Note 1, 2,346

[TTans-vaginat

Note 1,2,346

[Trans-urethral

[Trans-esoph.(non-Card.)

Musculo-skeletai Conventional

Musculo-skeletal Superficial

Intravascular L

[ 1

Cardiac Aduit

Cardiac Pediatric

Intravascular (Cardiac)

[Frans-esoph.(Cardiac)

Intra-Cardiac

||Peripherai Vascular

||Olher (specify)y***

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

Additionat comments:Combined modes: B+M, PW+B, Coler + B, Power + B, PW +Color+ B, Power + FW +B.

*Intraoperative includes abdominal, thoracic, and vascular etc.

#*Small organ-breast, thyreid, testes, eic.

**+Other use includes Urology.

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

Note 2: Smart3D

Note 34D{Real-time 3D} .

Nated: iScape

Note5: TDI

Noteé: Color M

Note7: Biopsy Guid

ance

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

Concurrence of CDRH, Office of Device Evaluation(ODE)

it p
R T ir

Prescription USE (Per 21 CFR 801.109)

.

{Division Sign-Oth

Division of Radiotogical Devices
Office of In Vitro Diagnostic Device Evaluation and Safety

510K }L\l DAST™D
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Diagnostic Ultrasound Indications for Use Form

System
Model:
510(k) Number(s)

Transducer

6LB7

X

lClinicn] Application

Mode of Operation

Color

B M | PWD{ CWD
Doppler

Amplitude
Daoppler

Combined
(specify)

Other (specify)

Ophthalmic

Fetal

|Abdominal

'l BT84 IO

[nraoperative (specify)*

Intrapperative (Neuro)

|Laparoscopic

Pediatric

Small organ(specify)**

Neonatal Cephalic

IAdult Cephalic

[Trans-rectal

Note 1, 2,467

[Trans-vaginal

[Trans-urethral

[Trans-esoph.(non-Card.)

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Intravascular

||Cnrdiac Aduly

"Cnrdiac Pediatric

Intravascular {Cardiac)

[Trans-esoph.{Cardiac)

|Intra-Cardiac

||Peripheral Vascular

||Other {specify)***

'

NN W N

Note 1,2,4,6,7

=new indication; P=previously cleared by FDA, [Z=added under Appendix E

Additional comments:Combined mades: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B,

*Intracperative inciudes abdeminal, theracic, and vascular etc.

**Small organ-breast, thyroid, testes, eic,

***(Other use includes Urology.

Note ) Tissue Harmonic [maging. The feature does not use ¢ontrast agents.

Note 2: Smarnt3D

Note 3:4D(Real-time 303)

Nole 4: (Scape

Note5: TDI1

Notet: Color M

Note7: 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 §01.109)

g~

{Division Sign-0f)
Division of Radiotogical Devices

Office of In Vitro, Diagrastic Davice Evaluation and Safety

A
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Diagnostic Ultrasound Indications for Use Form

Transducer o

System
Model:

GLEY

510(k) Number(s)

Mode of Operation

IClinica] Application

PWD

CWD

Color
Doppler

Amplitude
Doppler

Combined
(specify}

Other (specify)

[Ophthatmic

Fetal

|Abdominal

Iniraoperative (specify)*

Iniraoperative {Neuro)

Laparoscopic

Pediatric

Small organ(specify)**

[Neonatal Cephalic

IAdult Cephalic

[Trans-rectal

Noe1,2,4,6,7

[Trans-vaginal

Trans-urethral

[Trans-esoph.(non-Card.}

[Musculo-skeletal Conventional

||Muscu!0-ske1cla] Superficial

||| ntravascular

"Cardiac Adull

IlCardiac Pediatric

[ntravascular {Cardiac)

[Trans-esoph.(Cardiac)

Intra-Cardiac

"Peripheral Vascular

"Other (specify)***

N

N

N

N N

Note 1,2,4,6,7

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

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

*Intraoperative includes abdominal, thoracic, and vascular ete,

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

*++0ther use includes Urology.

Note |: Tissue Harmonic Imaging. The fealure does not use contrast agents,

Note 2: Smart3D "

Nole 3:40({Real-time 313)

Note 4: iScape

Note5: TDI

Noteé: Color M

Note7: Biopsy Guidance

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

Concurrence of CDRH, Office of Pevice Evaluation(ODE)

Prescription USE (Per 21 CFR 801.10%)
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System
Medel:
510(k) Number(s)

Transducer

: "

CB10-4

b

Diagnostic Ultrasound Indications for Use Form

o bt

ICIinicn] Application

Mode of Operation

Coler

Mo PWD Doppler

CWD

Amplitude
Doppier

Combined
(specify)

Other (specify)

Ophihalmic

Fetal

|Abdominal

Intraoperative (specify)*

Intraoperative (Neuro)

[t aparoscopic

[Pediatric

Small organ(specify)**

Neonatal Cephalic

JAdul: Cephatic

[Trans-recial

Note 1, 2,4,6,7

[Trans-vaginal

[Trans-urethral

[Trans-esoph.(non-Card.)

Musculo-skeletal Conventional

Musculo-skedetal Superficial

[ntravascular

“Cardiac Adult

"Cardiac Pediatric

Intravascular (Cardiac)

[Trans-esoph.{Cardiac)

Intra-Cardiac

"Peripheral Vascular

"Olher (specify)***

N

N N N

Note 1,2,4,6,7

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

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

*Intracperative includes abdominal, thoracic, and vascular etc.

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

***Other use includes Urology.

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

Nete 2; SmartdD

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

Note 4 iScape

Nate5: TDI

Note6: Color M

Note7: Biopsy Guidance

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