
DEC 2 7 2010
510(K) SUMMARY

This summary of 510(k) safety and effectiveness information is being submitted in
accordance with the requirements of SMVDA 1990 and 21 CFR §807.92(c).

The assigned 510(k) number is: Kf05Z
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 South, Hi-tech Industrial Park,
Nanshan, Shenzhen, 518057, P. R. China

Tel: +86 755 8188 5640
Fax: +86 755 2658 2680

Date Prenared: Sept. 25, 2010

2. Device Name: DC-7 Diagnostic Ultrasound System
Classification
Regulatory Class: 11
Review Category: Tier 11

21 CFR 892.1550 Ultrasonic Pulsed Doppler Imaging System (SO-IYN)
21 CFR 892.1560 Ultrasonic Pulsed Echo Imaging System (90-IYO)
21 CFR 892.1570 Diagnostic Ultrasound Transducer (90-ITX)

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
Deie Manufacturer Model 510(k) Control Number

1 Mindray 00-7 K101041
2 Mindray DC-3 K091 941
3 GE Voluson E8 K061682
4 GE VIVID 7 K060542
5 GE LOGIQ5 Expert K032974
6- Siemens Acuson CV70 K050240
7 Siemens Acuson Sequoia 512 K052410

8 GE LOGIQ P5 K060993

4. Device Description:
The 00-7 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, OW mode, Power/DirPower
mode, TDl mode or the combined mode (i.e. BIM Mode). This system is a Track 3 device
that employs an array of probes that include linear array prdbe, 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 00-7 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), intraoiperative, and urology exams.

6. Non-clinical Tests:
00-7 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, lEO 60601-1,
lEG 60601-1-1, lEO 60601-1-2, lEO 60601 -2-37 lEG 60601-1-4 and ISO 10993-1.

7. Technological Characteristics:I
The 00-7 Diagnostic Ultrasound System has the same technological characteristics with

the predicate devices. All systems transmit ultrasonic 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.Conclusion:
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, IS09001 and IS01 3485
quality systems. The device conforms to applicable medical device safety standards.
Therefore, the 00-7 Diagnostic Ultrasound System is substantially equivalent with respect
to safety and effectiveness to devices currently cleared for market.
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ZDEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

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

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
% Mr. Jeff D. Rongero
Senior Project Engineer
Underwriters Laboratories, Inc.
12 Laboratory Drive
Research Triangle Park, NC 27709 0

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: 11
Product Code: JYN, IYO, and JTX
Dated: December 3, 2010
Received: December 7, 2010

Dear Mr. Rongero:

We have reviewed your Section 5 10(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 P7-3
C5-2 L7-3 P12-4

V10-4 LlJ1-4 7LT4

V 10-413 L14-6 DEJO-3

6C2 2P2. 6LB7

7L4A 4CD4 6LE7
7L5 P4-2 C1310-4



If your device is classified (see above) into either class 11 (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 53 1-542 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 CER Part 801), please

go to http://www.fda.gov/AboutFDA/CentersOffices/CDRH!CDPHOffices/ucmfl 15 809.htm for
the Center for Devices and Radiological Health's (CDRFI's) Office of Compliance. Also, please

note the regulation entitled, "Misbranding by reference to premarket notification" (21 CER 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.gzov/MedicalDevices/Safety/ReportaProblem/default.htin 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.

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)



j.Indications for Use

510(k) Number (if known): DEC 2 7 2010

Device Name: 00-7 Diagnostic Ultrasound System

Indications For Use:

The DC-7 Diagnostic Ultrasound System is applicable for adults,

pregnant womenpediatric 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.

Prescription Use x AND/OR Over-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, OfGf fIn Vitro Diagnostic Devices (OIVD)

/Pagel1of 1
* (Division sign-Off)

Division .of Radiological Devices
Office 6f th vitIO Diagnostic Device Evaluation andl Safely
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Mindray Co. Ltd.- DC-7 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Forma

System X Transducer

Model: DC-7

5 10(k) N umnbetrs) __________

Mode of~peralion
Clinical Application B M PD CD Color Amplitude Combined

Ophthalmic B M rPWD CWD__ Doppler Doppler (specify) Other (specify)

Fctl P P P P P P NoteI1,2, 3, 4,6,7

Abdonminal P P P P P P P NoteL,,3, 4,5,6,7

fntranperative (specify~o p P P P P P Mole 1,2,4,6,7

lntraopcrative (Neuro)

Laparoscopic

Pediatric PF P P P P P P Note 1, 2,4,5,6,7

Small orgari(specify)t - P P P P P P Notel, 2, 4,6,7

Neonatal Cephalic P P P p P P P Notel1, 2, 4,5,6,7

Adult Ceplic P P P P P P P Motel1, 2, 4,5,6,7

rans-rectal P P P P P P Note 1,2,3,4,6,7

Trant-vaginal P P P P P P Note 1,2,3,4,6,7

Trant-urethral
Trans-esopli (non-Card.)

Musculo-skeletal Conventional P P P P P P Mole 1.2,4,6,7

Musculo-skelelal Superficial P p p P P P Mote 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

Intavascular (Cardiac)

Trans-eso ph. (Cardiac)

Intra-Cardiac _________

Peripheral Vascular P P P P::: PP Note 1,2,4,6,7

Other (specify)O 0 N N M N N N Note 1,2,4,6,7

Nnew indicalion: Ppreviously cleared by FDA; Eadded under Appendix E

Additional conmment:Conmbined modes: B-M, PW*13. Color + B, Power + B, PW +-Color+ B, Power + PW +B.

lntraoperative includes aldoirrinal, thoracic, and vascular etc.
--Small organ-breasit, thyroid, testes, etc.

--- Other wse includes Urology
Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Snarl3D

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

Mote4: iScape
NoteSi: TDl
Note6s ColorM

Note7: Biopsy Guidance

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

Concuarrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CER 801.109) 2
(Division Sign-Oft)

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

510K $13 A'
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Mindray Co. Ltd. - DC-7 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form
System Transducer X

Model: 3C5A

5 10(k) Number(s) ____________

Mode of Operation
Clinical Application B M PD CD Color Amplitude Combined

B M ________________ Doppler Doppler (specify) Other (specify)

Ophthalmic _______

Fetal P P P P P p Note1, 2,4,6,7

Abdominal P P P P P P Note 1, 2,46,7

Inlrioperative (specify)-

Iniroperative (Neuro)

Laparoscopic

Pediatric P P P P P P Note 1, 2, 4,6,7

Small organ(spccify)"

Neonatal Cephalic e

Adul t Ceph al ic

[ronica

rans-vaginal

Irans-urethral

Irans-esoph.(non-Card.)

Musculo-skeletal Conventional P P P P P P Note 1, 2, 4,6,7

Musculo-skeletal Superficial

Intravascular

Cardiac Adult

Cardiac Pediatric ____

Intravascular (Cardiac)

ramns-esoph.(Cardiac)

Intro-Cardiac

Peripheral Vascular P P PP P P Note 1, 2, 4.6,7

Other (specfy)*________

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.

* lntraoiperative includes abdominal, thoracic, and vascular etc.

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

*-*Other use includes Urology.

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

Note 2: Sn-r3D. ...

Note 3:4D3(Real-timne 3D),.

Notec4: iScape

Note5: TDI

Note6:. Color M

Note7 Biopsy Guidance

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

Concurrence of CDRII, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 80 1. 109) _ ________________

(Division SinOtt)
Divsion of Radiological Devces

Office of In Vitro Diagnostic Device Eval uation and Safesty

510K kifl-4 ?) p0-



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

Diagnostic Ultrasound Indications for Use Form
System Transducer >(

Model: ...- C5-2

5 10(k) Number(s) ____________

Mode of Operation
Clinical Application B M PD CD Color Amplitude Combined Ote(sciy

B M ________________ Doppler Doppler (specify) Ote(sciy

Ophthalmic _______

Fetal P P P P P P Note 1, 2, 4,6,7

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

!nlraioperative (specify)-

lnlraoperative (Neuro)

Laparoscopic

Pediatric P P P P P P Note 1, 2,4,6,7

Small organ(specify)*"

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.) _____

Musculo-skeletal Conventional P, P P P P P Note 1, 2, 4A67

Musculo-skeletal Superficial

Intravascular , -

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph.(Cardiac)

Intra-Cardiac

Peripheral Vascular p' P P Note 1, 2, 4,6,7

Other (specify). q_____ P _______

Nnewv indication; Ppreviously cleared by FDA; Eadded under Appendix E

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

-Intraoperalive includes abdominal, thioracic, and vascular etc.

"*Small organ-breast, thyroid, testes, etc.
... Other use includes Urology.

Note I: T issue Haurmonic Imaging. The feature does not use contrast agents.

Note2: SmartjD

Note 3AD(Real-time 3D),

Note4: iScape

Notes TDI

Note6: Color M

Note7: Biopsy Guidance

(PLEASE DO NOTI WRIT1E BELOW TNIS LINE-CONTFINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRII, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

(Division Sign-Oft)
Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

510K- 
- -



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

Diagnostic Ultrasound Indications for Use Form
System Transducer X

Model VIO-4

5 10(k) Number(s) _____________

Mode of Operation

Clinical Application B M PWD CWD Color Amplitude Combined Oter (specify)
____________________Doppler Doppler (specify) d

Ophthalmic _______

Fetal -P P P P P P Note1, 2, 4A67

Abdominal w'

Intraoperative (Specify)'

lntraoperative (Neuro)

Laparoscopic

Pediatric

Small organ(specify)-

Neonatal Cephalic

Adull Cephalie

Trans-rectal P P P P P P Note 1, 2, 4,6,7

Trans-vaginal P P P) P P P Note 1, 2, 4,6,7

Trans-urethral

Trans-esoph.(non-Card.)

Musculo-skeletal Conventional

Musculo-skeleta] Superficial

Intravascular

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac) _____

Trans-esoph. (Cardiac)

Intra-Cardiac

Peripheral Vascular

Other (specify)** .- ... . N N N N N N Note12,4,6,7

Nnew indication: Ppre'iously cleared by FDA; Eadded under Appendix E

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

-Intraoperative includes abdominal, thoracic, and vascularete.

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

-*-Other use includes urology.

Note 1: T'issue Harmonic Imaging. The feature does not use contrast agents.

Note 2: Smart3D)

Note 3AD0(Real-time 3D)

Note4: iScape

NoteS: TDt
Note6: Color M

Note7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONI NUE ON ANOTIHER PAGE IF NEEDED)

Concurrence of CDRI-, Office of Device Evaluation(ODE)

Prescription USE (Per 2 1 CER 801.109)

(Divsion Sign-Off)
Divsion of Radiological Devices

Offie of In Vitro Diagnostic Device Evaluation and Safety

51OK. " E0a
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Mindray Co. Ltd. DC-7 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form
System Transducer )(

Model: VIO-4B

51 0(k) Numberts) ___________

Mode Of Operation
Clinical Application B M PWD CWD Color Amplitude Combined Ote(sciy

Doppler Doppler (specify) Ote(sciy

Ophthalmic

Fetal P P P P P P Note1, 2, 4,6,7

Abdominal

lntraoperative (specify)-

lntraoperative (Neuro)

Laparoscopic 1 1
Pediatric

Small organ(specify)'-

Neonatal Cephalic

Adull Cephalic

Tans-rectal P P P P P P Note 1, 2, 4,6,7

trans-vaginal P P P P P P Note 1, 2, 4,6,7

Trans-urethral

Trans-esophfnon-Cardi)

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Intravascular

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

I tans-esoph.(Cardiac)

Intra-Cardiac

Peripheral Vascular

Other (specify).** N N IN N N N Notel ,2,4,67

Nnew indication; Ppreviously cleared by FDA, Eadded under Appendix E

Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color* B, Power + PW i-B,

-lntraoperative includes abdominal, thoracic, and vascular etc.

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

*-*Other use includes urology.

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

Note 2. 5mar13D

Note 3AD1(ReaI-time 3D)

Note4: iScape

NoteS: TOI

Note6: Color M

Note?: Biopsy Guidance

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

Concurrence of CDRH-, Office of Device Evalua

Prescription USE (Per 21 CFR 801.109) 7 .- (Division Sign-Ot
Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation andl Safety

6 1OK - \1Qr_ F ?
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Diagnost ic Ultrasound.Indications for Use Form
System iTransducer X

Model: 6C2

5 10(k) Number(s) ___________

Mode of Operation
Clinical Bplcto Color Amplitude Combined Other(specify)Aplcto M PWD CWD Doppler Doppler (specify)

Ophthalmic _______

Fetail

Abdominal P p p p p p Note 1, 2, 4,67

lntraoperutive (specify)-

Inroperative (Neural

Laparoscopic

Pediatric P p p p p p Note 1, 2,4,6,7

Small organ(specify)-*

Neonatal Cephalic P P p p p p Note 1, 2,4,6,7

Adult Cephalic p p p p, p p Note 1, 2,4,6,7

'Irarts-rectal

Irans-vaginal

Irans-urethral

Trans-esoph.(non-Card.)

Musculo-skeletal Conventional "'A:: P .P P Ps P Note!1, 2, 4,6,7

Musculo-skeletal Superficial I~ P p. -P P p Note 1, 2, 4,6,7

Intravascular

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

'Irans-esoph. (Cardiac)

intra-Cardiac

Peripheral Vascular P 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.

*lntraoperative includes abdominal, thoracic, and vascular etc.

"*Small organ-breast, thyroid, testes, etc.
***Other use includes Urology,

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

Note 2: Smar3D

Note 3AD(Real-time 3D)

Note4: iScape

Note5: TDI

Note6: Color M

Note7: Biopsy Guidance: :

(PLEASE DO NOT WRITE.BEL.6W 7 HIS LINE-CONTtNUE ON ANOTHER PAGE IF NEEDED)

Concurrence of -CDRH, Offc' of Device Evaluation(ODE)

Prescription USE (Per 21 CER 801.109)

-(DM5 On ig nf
DM3101 of Radiological Devices

office of In Vitro Diagnostic Device Evaluation and Safety

610K ~q~ D008-7



Diagnostic Ultrasound Indications for Use Form
Systenm transducer X

Model: 7L4A

5 10(k) Number(s) ________________

Mode of Operation _____

Clinical Bplcto W Color Amplitude Combined Other (specify)Aplcto M PWD CD Doppler Doppler (specify)

Ophlhalmic

Fewa
Abdominal P~ :j P. P P P P" Note 1,2, 4,6,7

lintoperati ye (specif')* ______

lrtroperaiive (Neuro)
La pa roscop ic
Pediatric P P P _______ P P P Note L,2, 4,67
Small orga(Speif')* P P P _______ P P I P Note L2, 4,67

Neonatal Cephalic P P P Ps P P Note 1,2, 4.6.7

Adull Cephalic ______

Trans -rec tal
Trans-vaginal
Trans-ethal

[rans-esoph.(non-Card.
Musculo-skeletal Conventional P P P P P P, Note 1,2,4,6,7

Musculo-skelelal Superficial P P P P P P Note I,2, 4,6,7

IntravascularI
Cardiac Adult

Cardiac Pediarc
Intravascular (Cardiac)
Trans-esopb.( Cardiac)

Iar.-Cardiaic _______

Peripheral Vascular P P P P P P, Note 1,2, 4,6.7

Nnew indication; P~previously cleared by FDA, E~added tinder Appenudix 13

Additional commnents:Comsbined modes: B+M, PW+B, Color+* B, Power + B, PW +Color+- B. Power + PW -fB,

-Intaoperative includes abdominal, thoracic, and vascular etc.

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

.. Other use includes tUroloq;

Note i: Tissue Harnonicinsaning, The feature does not use contrast agents.

Note 2: Smart3D ''"

Note 3:4D)(Rcal-titne 3D)

Note 4: iScape

Nole5: TD

Nole6: Color MI

Nole7: Biopsy Guidance

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

Concurrence of CDRI I, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801,109)

Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Bafot

51 OK I
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Diagnostic Ultrasound Indications for Use Form
System Transducer X

Model: 7L5

510(k) Numberus) ________________

Mode of Operation
Cliical Application B M PWD CWD Color Amplitude Combined ote specifr)

B M ~ Doppler Doppler (specify) Ohr

Ophthalmic _____________

Fetal
Abdominal P P P P p p Note 1.2, 4A67

lnlroperative (specify)'
lItraoperative (Neuro)
Laparoscopic
Pediatric P P P P P P Note 1,2, 4,6,71

Small organ(specify)'' P P P _______ P P P Note 1,2, 4,6,7
Neonatal Cephalic Ps P P _______ P P P Note 1.2, 4,637

Adult Cephalic ______ ____

Trans-rectal
rans-vagiisat
Irant-urehal

Trans-esoph .(non-Card. ______

Musculo-skeletat Conventondt P P P P Ps P Note 1,2,4,6,7

Musculo-skeletat Superficial P P P _______ P P P Note 1,2,4,6.7

lot aasc it arI
Cardiac Adul
Cardiac Pediatric

Intravascular (Cardiac) ______

Trans-esopb.(Cardiac) ___________

Intr-Cardiac ______ _______

Peripheral Vascular P P P F _____ P P P Note 1,2, 4,6,7

ihet spcif)'
Nnew indication; P=previously cleared by FDA, Eadded tinder Appcndix E - ____-

Additional commrentss:Combined nodes: B+M, PW+13, Color + B, Power +7B, PW 4+Colori B, Prower + PW +B.

* nrraoperative includes abdominal, thoracic, and vascular etc.

, 'Small organ-breasc, thyroid, testes, etc.

.'.Other use includes U~rology.

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

Note 2: Smarl3D

Note 3:40(Real-timse 3D)

Note 4: iScape

NoteS: TDI

Nole6: Color M

Note7: Biopsy Guidance -5

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

Concurrence of CDIJ, Office of Device Evalusation(ODE)

Prescription USE (Per 21 CFR 801.109)

(Division Sign-OO
Division of Radiological Dovs

Office of In Vitro Diagnostic Device Evaluation and BSety

51-2K
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Diagnxostic Ultrasound Indications for Use Form

System Transducer X

Model: _12-4

5 10(k) Numberns) __________________

Mode of Operation _____ _______

Clinical Application B M PWD CWD Color Amplitude Combined Other (specify)
Doppler Doppler (specify) ______

Ophthalmic _______

Fetal

Abdominal P P P P P P -Note 1,2, 4A67

lntraoperative (specityy-

lnlraoperaiive (Neuro)al______ ___________

La pa roscopic

Pediatric P P P P P P Note 1,2,4,6,7

Small organ(spccily)- P. P P P P P Note 1.2. 4,6,7

Neonatal Cephalic P P P P P P Note 1,2, 4,6,7

Adult Cephalic
inns-rectal

Tranis-aginal
Trans-urethrat

Irans-esoph (non-Card.)
Munsculo-skeletl Conventional P P P P P P Note 1,2,.4A67

Miusculo-skeletal Superficial P P P P P P Note 1,2, 4A67

Intravascular

arodiac: Adult
-ardiac Pediatric
Intavascular (CarI

rans-esoph.(Cardiac)

Istr-Cardiac _________

PIphera Vaseila P P P P Note 1,2, 4,6,7

Ot0her (spacii,.
Nnew indication; Ppreviously clearcd by FDA; Eadded under Appendix E

Additional commenies:Combhined modes: B*M. PW+4B, Color + B, Power + B, PW *Color* B, Power + PW +B.

*Introperative includes abdominal, thoracic, and vascular etc.

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

.. Other use includes Urology.

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

Note 2: Smai3

Note 3:40)(Real-titne 3D)

Note 4: iScape

Notes: TDI

Noic6: Color MA

Nole7: Biopsy Guidance

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

Concurrence of ClD!I, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CER 801.109)

_Z4 (Division Sign-Ot)

DivsiOn of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation and Sal*y

008-10



Diagnostic Ultrasound Indications for Use Form

System Transducer X

Model: L7.3

510(k) Number(s) __________________

Mode of Operation
Clinical Application :B M PWD CWD Color Amplitude Combined oter (specify)

- ~~Doppler Doppler (specit') _______

Ophthalmic _____________

Fetal

Abdominal Ps P P P P P Note 1,2,4,6,7
Intisoperative (specif )*
Intrsolperative (Neuro)
Laparoscopic

Pediatric P P P P P P Note 1.2, 4,6.7

Stuall organ(specify)" P P P P P P Note 1,2, 4,6,7

cnsist Cephalic P P P P P P Note t,2, 4,6,7

Adult Ccphalic _______

ions-rctal
tans-vaginal
uans- urethiral

rans-csoph ion-Card.)
Muscuto-sketetal Conventional P P P P P P Note 1.2, 4,6,7

Nluscuto-skeletat Superficial P P P P P P Not 12, 4,6,7

I nira vascu tar
Cardiac Adult

Cardiac Pediatric
Intiavacuar (Cardiac)
Trans-esopli (Cardiac)

bitra-Cardiac _______

Peripheral Vascular P P P P P P Note L, 4,6,7

Nnew indication; P=prevtously cleared by FDA; E~addcd under Appendix E

Additional comments:Comohined modes: BM. PWS-B, ColorS- B. Power-S-B, PW4-Color+ B. Power-5-PW 4B.

* lnraoperstive includes abdomninal, thoracic, and vascular etc.

* 'Small organ-breast. thyrdid;testes, etc..

.. * Other tise includes Urology.

Note 1: Tissue Harmonic ]imaging. The feature does not use contrat agents.

Note 2: Smart

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

Note 4: iScape

NoteS TDI

Nole6:. Color M

Note?: Biopsy Guidance

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

Concurrence of C]DRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

(DMiSIOf Sign-Off)

Division oft RadibolgiCfil DeviceS
Office of In Vitro Diagnosti Device Evaluation and Wally

510K

008-11



Diagnostic Ultrasound Indications for Use Form
System Transducer x

Model: LII1-4

51l0(k) Number(s) __________________

Mode of Operatton ____________

Clnclpica tio B PW CD Color Amplitude Combined Other (specify)
Appictio M PWD CXI) Doppler Doppler (specify)

Ophthalmic ______ _______

Fetal

Abdominal IP p p p p p Note 1,2, 4,6,7
Intraopecralive (speci fyP
Intraoperative (Neuro)
Lapa ro sc O c

Pediatric P p p P P P Note 12, 4,6,7

Small organspecif)" P P P P P I P Note 1,2, 4,6,7

Neonatal Cephalic P . P P p p p Note 1,2, 4,6,7
Adull Cephalic
Trans-rectal
Trans-vagitial

Trans-urethral
Trans-esoph ,(non-Card.

Muscttlo-skeletal Convetitonal P p p P P P Note 1,2, 4,67

Musculo-skeletail Sttperfictal P P P P P P Note I,2, 4,637

Intravascular
Cardiac Adult

Cardiac Pediatric
Intravascular (Cardiac)
Trans-esoph.(Cardiac)

lntra-Cardiac
peripheral Vascular p P P P P P Note 1,2, 4,6,7

Nnew indication; P-previously cleared by FDA, E-added under Appendix E
Additional comments:Com~bined modes: B-FM, PW+B, Color + B. Powver + B, PW +Color4 B. Power + PW +1.

*Intaoperalive includes abdominal. thoracic, and vascular etc.

-Small organ-breast, thtyroid, testes, etc.

.. "Other use includes Urology.,

Note 1: Tissue -arnttonie Imaging, The feature does not use contrast agents.

Note 2: Stsaft3D

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

Note 4: iSeape

Notes: TDI-

Notes: Color MI

Note7: Biopsy Guidance. ij:j

(PLEASE DO NOT WRITE BELOW IfHIS LINE-CONTINUE ON ANOTHER PAGE IF NEED)ED)

Concurrence of CDRII, Office of Device Evaluation(ODE}

Prescription USE (Per 21 CFR 801.109)

(Division Signi-Otf
Division of Radiological Devices

office of in Vitro Diagnostic Device Evaluation and Safety

510K sz

008-12



Diagnostic Ultrasound Indications for Use Form
System Transducer x

Model: L14-6

5 10(k) Number(s) __________________

Mode of Operatton _______

Clinical Application B M PWD CWD Color Amplitude Combined Other (specify)
_______________________Doppler Doppler (specify) _______

Ophthalmic

Fetal
Abdominal P P P P P P Note 1,2, 4,6,7
Intranperative (specify)*
Introperati ye (Neuro)
Laparoseopic
Pediatric P P P P P P Note 1,2, 4,6.7
Small organspeci6)" P P P P P P Note 1,2, 4,6,7
Neonatal Cephtalic P P P P P P Note 1,2, 4,6,7
Adult Cephalic
Frans-rectal

rfans-vFagin at
ctans-urethral

Trans-esopah.non-Card.)

Musculo-skeletal Conventional P P P P P P Note 1,2. 4,6,7
Mu~sculo-sketetal Superficial P P P P P P Note 1.2, 4.6.7

fIntravascular

Cardiac Adult
Cardiac Pediatric

Intravascular (Cardiac)
Tmns-esoph.(Cardiac)

Intra-Cardiac
Pe :riple Vascttlar I P P P P P Note 1.2, 4,6,7

N-new indication P=previously cleared by FDA, E-added under Appendix E
Additional comments:Combined mdes: B4-M, PW + B, Color + B, Power + B, PW +Color+- B. Power + PW +13

l ntraoperative includes abdominal. thoracic, and vascular etc.

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

*. *Other use includes Urology.

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

Note 2: Smart3D

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

Note 4: iSeape,

Notc5: TDI

Note6: Color MI

Note7: Biopsy Guidance

(PLEASE DO NOT WRIT E BEL.OW THIS LINE-CONTINUE ON ANOTrHER PAGE IF NEEDED)

Concurrence of CDRII, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

(Diviston Sign-Off)
Division of Rad~iogical Detices

Office of In Vitro Diagnostic Device Evaluaton and Safet

610KV',C2)S3

008-13



Diagnostic Ultrasound Indications for Use Form

System Transducer x
Model: 2P2

5 10(k) Number(s) ___________

Mode of Operation _____

Clinical Application B M W Colo Amplitude CombinedOte(sciyB M CWD Other (specify)t ,D ____Doppler Dopplr (eit)

Ophthalmic _____

Fetal

Abdominal P P P' P P P P Note 1, 2,5,6,7

lntraoperative, (specify)-

I ntratoperati ye (Neuro)

Laparoscopic

Pediatric P P P P P P P Note 1, 2,5,6,7

Small organmspeciy)*

Neonatal Cephlic P P P P P P P Note 1, 2,5,6,7

Adult Cephalic P P P P P P P Note 1, 2,5,6,7

Trans- rectalI

'Irans-vaginal

Trans- urethral

1'rans-esoph.(non-Card.)

Musculo-skeletal Conventional ________

Musculo-skeletal Superficial

Intravascular

Cardiac Adult P P P P P P P Note 1, 2,5,6,7

Cardiac Pediatric . .. kT 1P P P P P P Note 1, 2,5,6,7

Intravascular (Cardiac) .

rans-esoph .(Cardiac)

Inira-Cardiaic

Peipherl acular 
____

Other (specify)**____ ____ ___________

N=new indication; Ppreviously cleared by FDA; Eadded under Appendix E

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

*Introperative includes abdominal, thoracic, and vascular etc.

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

***Other use includes Urology.

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

Note 2: Smart3D

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

Note 4: iScape

Notes: 11)

Note6: Color M

Note7: Biopsy Guidance

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

Concurrence of CORHl, Office of Device Fyflation(ODE)

Prescription USE (Pet.r21 CFR8O1i;01109

- .(Division Sign-Off)

- Divisio of Radiological Devices
Off=iceo In Vitr Diagnostic Device Evaluation and Safety

610K 008-14



Diagnostic Ultrasound Indications for Use Form
System Transducer )<

Model: 4CD4

5 10(k) Number(s) ____________

Mode ot Operation

ClnialAplcaio B M pW CD Color Amplitude Combined Other (specify')
D Doppler Doppler (specify) _______

Ophthalmic _______

Feta P P P P P P Notel1,2, 3, 4,6

Abdominal P P P P P P Notel1,2, 3, 4,6

Intraoperative (specify).*_____

Intraoperaltve (Neuro)

Laparoscopic

Pediatric P P P P P P Notel1,2, 4,6

Small organ(spccify)-

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph.(non-Card.)

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Intravascular

Cardiac Adult

Cardiac Pediatric _____

Intravascular (Cardiac)

Trans-esoph.(Cardiac) ________ ____

Intra-Cardiac

Peripheral Vascula

Oher (specify)**'__ ________

Nf-new indication; P=previouslj/cleaired byFA added under Appendix E

Additional comments:Comnbiriad +6des: ABtM, PW-4-I, Color + B, Power + B, PW +Color+ B, Power + PW +B.

lIntraoperativ6 incluides abdo minal, thoracic, and vascular etc.

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

***Other use includes Urology.

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

Note 2: Smart3D
Note 3:40)(Real-time 3D)

Note 4: iScapec

NoteS: T01
Note6: Color M

Noie7: 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 .9

(Division Sign-Off)
Dvsion of Radiological Devices

Office of In Vitro Diagnostic Device Evaluation and Safety

610K 1In5%008-15



Diagnostic Ultrasound Indications for Use Form
System Transducer )<

Model: P4-2

5 10(k) Number(s) ____________

Mode of Operation

Clnia ApictinP W D Color Amplitude Combined Other (specify)
DW Doppler Doppler (Specify)

Ophthalmic _______

Fetal

Abdominal P P P P P P P Note 1, 2,5,6,7

lintraolpcrative (specify)-

fintroerative (Neuro)

Laparoscopic

Pediatric P p p p P P P Note 1,2,5,6,7

Small organmspecify)-

Neonatal Cephalic p p p p p p P Note 1, 2.5,6,7

Adult Cephalic ~,P P P P P P P Note 1, 2,5,6,7

Trans-rectal

Trans-vaginalJ

Trant-urethral

Trans-esoph. (non-Card. _____

Musculo-skeletal Conventional

Musculo-skeletal Superficial

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)

Trant-es op h.(Card iac)

Intra-Cardiac,

Peripheral Vascular

Other (specify)P**

N=new indication, P-previously cleared byFA; EWadded under Appendix E

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

lIntraoperative includes abdominal; thoracic, and vascular etc.

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

***Other use includes Urology.

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

Note 2: Snsart3D

Note 3:4D)(Real-tim& 3P)

Note 4: iScape .

Notes: TDI

Note6: Color M

Note7: Btopsy Guidance

(PLEASE DO NOT WRITIE BELOW TH IS LINE-CONTINUE ON ANOIIER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 80 I.

(Division Sign-OlDt
Di'vision of Radiological Devices

Office of In Vito Diagnostic DevIce Evaluation and Safety

810K 008-16



Diagnostic Ultrasound Indications for Use Form

System Transducer x
Model: P7-3

510(k) Number(s) ___________

Mode of Operation ____ _______

mliical Application B M PW C D Color Amptitude Combined Other (specify)
D Doppler Doppler (specitfy)

Ophthalmic ____________

Fetal

Abdomninal P P P P P P P Note 1, 2,5,6

Intraoperative (specify)-

Intraoperative (Neuro)

Laparoscopic

Pediatric P P P P P P P Note I, 2,5,6

Small organ(specity)-

Neonatal Cephalic P P P P P 1, P Note 1,2,5,6

Adult Cephalic P P P P P P P Note 1, 2,5,6

Frans-rectal

Frans- vaginal

Frans- urethral

Trans-esoph.(non-Card.)

MUSCulo-skeletal Conventional FP P P P P, P Note 1, 2,6

Musculo-sketetat Superficial

Intravascular .

Cardiac Adult - 11 P P P P p p Note1, 2,5,6

Cardiac Pediatric 1P P P P P P P Note 1, 2,5,6

Intravascular (Cardiac)

1rans-esoph.(Card iac)

Intra-Cardiac

Peripheral Vascular _____

Other (specify)-

Nnew indication; Ppreviously cleared by FDA; Eadded under Appendix EB

Additional comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +8B

*Iniraoperalive includes abdominal, thoracic, and vascular etc.

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

***Other 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

NoteS: 11)

Note6: Color M

Note7: Biopsy Guidance

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

Concurrence of CORE!, Office of Device Evaluation(ODE)

Prescription USE7 (Per 21 CFRSOI1109)

(Division Sign-Off)
Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaluabon and Safety

510K SY 2 - ~008-17



Diagnostic Ultrasound Indications for Use Form

System Transducer )<

Model: P12-4

5 1 0(k) Number(s) ___________

Mode of Operation
Clinical Application BW Moo AmliWe obie

D M D CWD Doppler Doppler (specify) Ote(sciy

Ophthalmic _______

Fetal

Abdominal :P P P P P p p Note 1, 2,5,6

Intraoperative (specify)-

Intraiperative (Neuro)

Laparoscopic

Pediatric P P P P P P P Note 1, 2,5,6

Small organ(specil )*

Neonatal Cephalie P P P P P p' P Note 1, 2,5,6

Adull Cephalic P P P P P P p Note 1, 2,5,6

Trans-rectal

Trans-vaginal

trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal Conventional P P P P f, P Note 1, 2,6

Musculo-skeletal Superficial

Intravascular

Cardiac Adult .P P P P P P P Notet1 2,5,6

Cardiac Pediatric P P P P P P P Note 1, 2,5,6

Intravascular (Cardiac)

Trans-esoph .(Cardiac)

Intra-Cardiac

Peripheral Vascular

Other (specify)..

Nnew indication; P~previously 6!e by FDA: E=added under Appendix E

Additional comments:Combined modes B+M, PW+B, Color + B, Power + B, PW +Color+t B, Power + PW +B3.

*lntraopcrativc includes abdominal, thoracic, and vascular etc.

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

'**Other use includes Urology.

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

Note2: Smart3D

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

Note 4: iScape

Note5: IDI

Note:6: Color M

Note7: Biopsy Guidance

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

Concurrence of CDRI-, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR: 801.1

Ivision of Radliol oglZODEMne
office of In VitroDignsticOGe~C Evaluationlftnd Solety 0 81

5101K



Diagnostic Ultrasound Indications for Use Form

System ___ Transducer

Model: 7LT4

5 1 0(k) Number(s) ______________

Mode of Operation
Clinical Application C M PD WD Clor Amplitude Combined Other (specify)

13 M WD C D Dppler Doppler (specify)

Ophthalmic ________

Fetal
Abdominal P P P P P P Note 1,2, 4A67

lnaoperative (specify)' P P P P P P Note 1.2. 4A67
lntraopecrative (Neuro)
Laparoscopic

Pediatric P P P P P p Note I1,2, 4,6,7
Small organ(spccifv)* P P P P P P Note 1.2. 4,6.7
Neonatal Cephalic P 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 L,2, 4,6,7
jusculo-skeletal Superficial P P P P P P Note 1,2.,4,6,7

Intravascular ________

Cardiac Adult
Cardiac Pediatric ____

Intravascular (Cardiac)
Trans-esoph .(Cardiac)

-eripheroal Vatscular P P P _____ P P P Note L,4,6,7

1ther (specify).
Nnew indication; P-previously cleared by FDA; E-added under Appendix E
Additional comnments:Conmbined modes: B+M, PW+B, Color + B. Power + B, PW +Color+ B, power + PW +B.

lIntraoperative includes abdominal, thoracic, and vascular etc.

-- mall organ-breast, thyroid, testes, etc.

*** Other use includes Urology.

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

Note 2: Smrt.3D

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

Note 4: iScape
NoteS: TDI
Note6: Color M
Note7: Biopsy Guidance

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

Concurrence of CDRH, Offl~e of Device .Evaluation(ODE)

Prescription USE (Per 21 CFR 801. 109)

(Division S0inOcDivisiono1f RadiologialDevce
office of In VIViO Diagnostic Device Evaluation and Safety

Is"), ot5

008-19



Diagnostic Ultrasound Indications for Use Form
System 1 [ransducer )<

Model:% DEIO-3

510(k) Number(s) ___________

Mode of Operation
linical Bplcto Color Amplituide Combined Other (specif)Aplcto M PWD CWD Doppler Doppler (specify)

Ophthalmic _______

Fetal P P P P P P, Note 1, 2,3, 4,6

Abdominal

lntiaperative (specify)'

lnataoperative (Neuro)

La pa ros cop ic

Pediatric

Small organ(specif)*

Neonatal Cephalic _______

Adult Cephalic

Irans-rectat P P P P P P, Note 1, 2, 3A46

Trans-vaginal P P P P P P Note 1, 2, 3,4,6

t ans-urethral

lrans-esoph.(non-Card.) ____

Musculo-skeletal Conveniiohal

Musculo-skeletal Superficial

Intravascular

Cardiac Adult

Cardiac Pediatric

intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-Cardiac

Peripheral Vascular

Other (specify)-"

Nnew indication: P-previously cleared by FDA; Eadded under Appendix E

Additional comnments:Contbined modes: B4M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

-Intaoperative includes abdominal, thoracic, and vascular etc.

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

-*-ODther use includes Urology.

Note I ftissue Hlarmonic Imaging The feature does not use contrast agents.

Note 2: Smart3D

Note 3:4D(ReaI-time 3D)
Note4: 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 Evaluation(ODE)

Prescription USE (Per 21 CFR,801.109)

(Divsion Sign-Off
Divsion of Radiological Devices

Offic ofIn WV Diagnostic Device Evaluation and Safety 008-20



Diagnostic Ultrasound Indications for Use Form
System Transducer >K

Model: 6LB7

5 10(k) Numberfs) ___________

Mode of Operation
Clinical Application B M PWD CWD Color Amplitude Combined Ohrseiy

______________________Doppler Doppler (specify) Ohrsei'

Ophthalmic _____

Fetal

Abdominal -

lttroperative (specify)-

lntraopemative (Neuro)

Laparoscopic

Pediatric

Small organ(specify)-

Neonatal Cephalic

Adult Cephalic

Trans-rectal N N N N N N Note 1, 2,4,6,7

Trans-vaginal

Tans- urethral

Trans-esoph.(non-Card.)

Musculo-skeletal Conventtonal

Musculo-skeletal Superfictal

fintravascular

Cardiac Adult _____ ________

Cardiac Pediatric _______

Intravascular (Cardiac)

Trans-esoph.(Card iac)

Intra-Cardiac

Peripheral Vascular _______

Other (speciy)*- N N N N N Note 1,2,4,6,7

N~new indication; Ppreviously cleared by FDA: F-added under Appendix F-

Additional comments Combined mobdes: B+M. P W+B. Color + B, Power + B, PW +Color+ B, Power + PW +B.

lntraoperative includes abdominal, thoracic, and vascular etc.

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

..* Other use includes Urology.

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

Note 2: Smart3D

Note 3:4D(ReaI-time 3D3)

Note 4: iScope

Notes TDt

Note6: Color M

Note7: Biopsy Guidance

(PLEASE DO NOr WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evnluation(ODE)

Prescription USE (Per 21 CFR 801.109)

(Division Sign-Ott)
Divsion of Radiological Devices

Office of in VitroPiagfl9sfic Device evoluation and Safety

eibK_____________008-21



Diagnostic Ultrasound Indications for Use Form
System Transducer >(

Model: 6LE7
5 10(k) Number(s) ____________

Mode of Operation ____________

Clinical Application B m pb CD Color Amplitude Combined Ohrseiy
B M I~WD CWD Doppler Doppler (specify) Ohr(pc~

Ophthalmic _______

Fetal

Abdominal

lnlraopterative (specify)-

lniraoiperative (Neuro) ____ _____

Laparoscopie

Pediatric

Small organ(specify)*

Neonatal Cephalic

Adult Cephalic

Turs-rectal N N N N N N Note 1, 2, 4,6,7

Trans-vaginal

Trans- urethral

Trans-esoph.(non-Card.)

Musculo-skelcial Conventional

Musculo-skeletal Superficial

Intravascular

Cardiac Adult _____ ________

Cardiac Pediatric _______

Intravascular (Cardiac)

Trans-esoph. (Card iac)

Intra-Cardiac

Peripheral Vascular_____ _______

Other (speciy). IN JN N N N N Note 12,46,7

N-new indication; Ppreviously cleared by FDA: Eadded under Appendix E

Additional commients:Combined modes: B]-M. PW+B, Color + B. Power + B. PW +Color+ B, Power + PW *1.

* Iniraperative includes abdominal, thoracic, and vascular etc.

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

**-Other use includesUrology.

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

Note 2: Smart3D 'I;

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

Note 4: iScape

NoteS: TOI

Note6: Color M

Note7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW TH IS LINE-CONTINUE ON ANOTH ER PAGE IF NEEDED)

Concurrence of CDRII, Office of Device Evaluation(ODE)

Prescription US1E (Per 21 CFR 801.109)

Z' (Ohrsion Sign-Off)
Divsion of Radiological Devices

Ofie of In Vitro Diagnostic Device Evaluation and Warey

610K< 008-22



Diagniostic Ultrasound Indications for Use Form

System ,Transducer X
Model:- CBI10-4

510(k) Number(s) _____________

Mode of Operation ____

Clnclpica tio B M W C D ColIor Amplitude Combined Other (specify)
Appictin PD WD Doppler Doppler (specify)

Ophthalmic

Fetal

Abdominal

lntaoperative (specify)-

lntraoperative (Neuro)

apa roiscop mc

Pediatric

Small organ(specify)-

Neonatal Cephalic

Adult Cephalic

Trans-rectal N N N N N N Note 1,.2, 4A67

Trams-vaginal

Irams-urethral

Trans-esoph.(non-Card )

Musculo-skeletal Conventional

Musculo-skeletal Superficial...

Intravascular

Cardiac Adult ____ _______

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph.(Cardiac)

Intra-Cardiac

Peripheral Vascular

Other (specify)* N N N N N N Note L2,46,7

N-new indication; Ppreviously cleared by FDA: E-added under Appendix E
Additional comments:Combined modes: B-sM, PW-VB, Color + B, Power>4 B, PW +Color4 B, Plower + PW -SB.

*lntraoperative includes abdominal, thoracic, and vascular etc.

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

..**Other use includes Urology.

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

Note 2: Smart3D
Note 3:4D(Real-tinse 3D)

Note 4: iScape

NoteS: iDI

Notrc: Color M

Note7: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW TIHIS LINE-CONT INUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21,CFR 801.109)

(Division Sign-DIDt)
Dwion Of Radiological Devices

Office o In Vito Diagnoistic Deief Evaluation and Sae 1,

610K 0 82


