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510(K) SUMMARY PR30 2010

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

The assigned 510(k) number is:

1. Submittér:

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 2658 2551
Fax: +86 755 2658 2680

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

Date Prepared: Jan. 08, 2010

2. Device Name: DC-7 Diagnostic Ultrasound System

Classification

Regulatory Class: I1

Review Cétegory: Tier I1 .

21 CFR 892.1550 Ultrasonic Pulsed Doppler Imaging System (90-1YN)
2} CFR 892.1560 Ultrasonic Pulsed Echo Imaging System (90-1YQ)
21 CFR 892.1570 Diagnostic Ultrasound Transducer (90-1TX)

3. Marketed Device:

DC-7 Diagnostic Ulirasound System is substantially equivalent to the following devices:
Mindray DC-7 (K#092691), Mindray DC-3 (K#091941), GE Loglq P5 (K#060993), GE
Voluson 730 (K#041688).

Compared to the original submission (K#092691), the technological characteristics are
almost identical in this submission except for the new features and indications such as
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new probes, softwarc functions, new algorithm and etc.

The only unique feature found on the DC-7 compared to the predicate devices is the
calculation of the ABI(ankle- brachlal index), thls feature does not affect the safety or
effectiveness of the device. :

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.

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,

nconatal cephalic, musculoskcletal(conventional and superficial), intraoperative and

transcranial exams.

6. Safety Considera_tions:

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

Conclusion:

The conclusions drawn from testing of the DC-7 Diagnostic Ultrasound System
demonstrate that the device is as safe and effective as the legally marketed predicate
devices,
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JUN 3- 2010

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

President

CITECH

5200 Butler Pike

Plymouth Meeting, PA 19462

Re: K101041
Trade/Device Name: DC-7 Diagnostic Ultrasound Systems
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: II
Product Code: TYN, ITX, and IYO
Dated: April 13,2010
Received: April 14, 2010

Dear Mr. Mosenkis:

This letter corrects our substantially equivalent letter of April 30, 2010.

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room —-W066-G609
Silver Spring, MD 20993-0002

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 practlce labeling,

and prohibitions against misbranding and adulteratlon

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

Transducer Model Number
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Page 2 — Mr. Mosenkis

4CD4 P12-4
P4-2 . 7LT4
P7-3 : © ' DEI10-3

If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to such additional controls. Existing major regulations affecting your device
can be found in the Code of Federal Regulations, Title 21, Parts 800 to 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/CentersOfficess CDRH/CDRHOffices/ucm115809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. . Also, please
note the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reportmg of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/ Safetv/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

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

Sincerel}{l yours,

K

+ Donald St. Pierre
Acting Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device
Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)



Indications for Use

510(k) Number (if known):

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, small organ
(breast, testes, thyroid, etc.), peripheral vascular, fetal, transrectal, transvaginal,
pediatric, necnatal cephalic, muscutoskeletal(conventional and superficial),
intraoperative and transcranial exams.

Prescription Use __ X AND/OR Over-The-Counter Use
{Part 21 CFR 801 Subpart D) {21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

/ {Dwision Signoffy . Pagetof _1__

; Division of Radiological Devides
Office of In Vitro Diagnostic Devica Evgiliation and Safety
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Mindray Co. [id.- DC-7 Diagnostic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

Sysiem X ' Transducer

Maodzl: » ' DC1 '

SIO(}i) Number(s) .

) ] Mode of Operation )

(Clinicat Application 8 M rwp | cwn Di:ﬁ;, /\[;’[:::L:L (i:):;l::;;)d Other (specify)
Ophthalmic ‘

Fetal : g P P P P p Note!.2,3,4,7.8
Abdominal L L P .| P P P Notel.2,3,4.5,73
intraopealive (specify)® 1 N N N ’ N N’ N Note 1,2,4,7.8
“lnlmopcmlivc (Neuro) .
Il.a'pawscopic .

Pediatric P LI . p P P P Note 1,2,4578
Small organ(specify)”® P P P P P Noiel, 2,4,7,8
Nconatal Cephalic P p P P L p P Notel, 2,4,5.7.8
Aduli Cephalic I P P P P P P Notel, 2,4,5,7,8
Trans-rectal P P P P P p Note 1,2,3,4,7.8
[Trans-vaginal P P P P P P Note 1,2,3,4,7.8
Trans-urethral ’
[Trans-esoph.(ron-Card.) .

Musculo-skeletal Conventional P P P P P |3 Note 1,2,4,7,8
"Muscu!o—skcletal Superficial P P p P P Note 1,2,4,7.8
[ntravascular

Cardiac Adult r P P | P P P P Note 1,1,5,7,8
ICardiac Pediatric P 3 P P P P P Note 1,2,5,7,8
Intravascular (Cardiac)

[Trans-csoph.(Cardiac)

Intra-Cardiac )
{[Periphern) Vasculac P P p P p P Note 1,2,4,7,8
“O(hc: {spccify)**

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.

*Intragperative includes abdominal, thoracic, and vascular cte.

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

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

Notc 2; Smant3D

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

Notc 4: iScape

Nots5; TO!

Note6: Contrast Imaging

NoteZ Color M

Note8: Biopsy Guidance

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

Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Radiological Davi
Office of In Vitro Diagnostic Davice Evalugion and Safety
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Mindray Co.

Led. = DC-7 Diagnostic Ultrasound Systen

Diagnostic Ultrasound Indications for Use Form

Svstem
Model:
S10(k} Number(s)

3C5A

Transducer |

[NOER T

X

Clinical Application

Mude of Operation

PWD

CwWD

Color
Doppler

Amplitude
Doppler

Combined
(specify)

Qther (specify)

Ophthatmic

{IFcial

Note'l, 2,478

\

Abdominal

Now 1,2,4,7.8

lmraopcr:;livc (specify)*

Intraoperative (Neuro}

Laparoscupic

Pediatric

Note 1,2,4.7,8

Small organ(spccify)**

Nconatal Cephalic

Adult Cephalic

Frans-rectal

Trans-vaginal

Trans-urcthral

Trans-csoph.(non-Card.)

Musculo-skeletal Conventional

Note 1,2,4.7.8

"Musculo-skclcln! Supcrficial

“Intravascular

Cardiac Adult

Cardiac Pcdiatric

Intravas¢ular (Cardiac)

[Trans-esoph.(Cardiac)

[ntra-Cardiac

"Pcriphcral Vascular

Notc |, 2,4,7.8

"g)lhcr (specify)

N=ncw indication; P=previously clcared by FDA; E=added under Appendix E

Additiona) comments:Combined modes: B+M,-PW+B, Color + B, Power + B, PW +Colort B, Power + PW +8,

*Intraoperative incl

des abdominal

th

and vascular ete.

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

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

Note6: Contrast [maging

Note?: Color M

Note8: Biopsy Guidance -

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

Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE_{Per 21 CFR 801.109)

(Orvision Sign-
Division of Radiological Devicés

Office of In Vitro Diagnostic Device Evaluation and Safety

s Kloind !




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

Diagnostic Ultrasouad Indications fur Use Form

System o Transducer “

Model: ' - Cs2

510(k} Numbeds) . ) K09 2ir1}

) Maode of Operation

N N I8 e o P e e
Ophthalmic

Feral P P r B P P Notc 1,2,4,7.8
Abdominal P P P |l P P P .| Notel,2,478
lnmlopcn;tivc (specify)* )
“lmruopcra\ivc (Neuro) '

"Laparoscopic

Pcdiatric : P p P P P p Notc 1,2,4.78

Small organ(spccify)**

conatal Cephalic

IAdult Cephalic

[Trans-recial

[Trans-vaginal

[Trans-urethral

Trans-csoph.(non-Cerd.)

Musculo-skeletal Conventional P p p [ . P Notc 1, 2, 4,7.8
“Muscu|o-skcl:ml Supcerficial :

"lntra vascular

"Cardiac Adult

fiCardiac Pediatric

Intravascular (Cardiac)

Trans-csoph.(Cardiac)

Intra-Cardiac

{IPeripheral Vascular B IERE P P P Note 1, 2,4,7,8

HOthcr (specify) .

N=ncw 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 4B.

*Intraoperative includes abdominal, thoracic, and vascular etc.

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

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

Note 2: Smart3D

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

Notec 4: iScape

Note$: TDI

Note6: Contrast Imaging

Note7: Color M .

Notc8: Biopsy Guidance

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

Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

7 {ision SignOf
Division of Radiological Devices
Office of In Vitro Diagnastic Device Evaluaio nd Safety

510K_T/<,//)//] C/'j




Mindray Co. Lud. - DC-7 Diagnastic Ultrasound System

Diagnostic Ultrasound Indications for Use Form

System - Transducer b4
Model: . Vi0-4
510{k} Number(s) Kir 2699

Mode of Operation

Clinical Application : : ' Culor: | Amplitude| Combined

> cneet
B M [ PWD]| CWD Doppler| Doppler | (specify) Other (specify)

Ophthalmic

Fetal - P p r P P P Note [,2,478

Abdominal

Imraoperative (specify)®

“rmraoperaxivc (Neuro)

“Laparoscopic

Pedialtric

Small organ(specify)**

Neconatal Cephalic

Adult Cephalic

Trans-rectal P P P P r P Note 1,2,4,2,.8

[Trans-vaginal p p P p . P P Note 1,2, 4,7,8

[Trans-urethral

Trans-esoph.(non-Card.)

Musculo-skeletal Conventional

Muscuto-skeleta) Superficial

[ntravascular

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

[Trans-csoph.(Cardiac)

iatra-Cardiac

{[Peripheral Vascular

Ik)(her (specify)***

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

Additioaa) comments:Combined modes: B+M, PW+B, Color + B, Power + B, PW +Colort B, Power + PW +B.

*Intraoperative includes abdominal, thoracic, and vascular etc.

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

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

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

Note 2: Smart3D

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

Note 4: iScape

Notes: TDI

Noteé: Contrast lmaging

Note7: Color M

Note8: Biopsy Guidance

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

Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR.801,109)

(ONision Sign-OMh__
- Division of Radiological Devics
Office of n Vitro Diagnostic Device E : tion and Safaty

SAloind]




.vMin(Iray Co. Ltd. - DC-7 Diagnostic Ul{rasound System

Diagnostic Ultraseund Indications for Use Form

System Transducer X’
Model: : . V10-48
510{k) Number(s) ROV2GUL

Mode of Operation

(Clinical Application n | M |pwo|cwo ];‘;'p"l;r AD":)’::I"::“ C(;’:::l"f‘;)“ Other (specify)
lOphlhaimic I

Fetal R L r P P Note 1,2,4,7.8
Abdominal

Intraopérative (specify)*

Intraoperative (Neuro)

Laparoscopic

Pediatric

Small organ(specify)**

INeonatal Cephalic

Adult Cephalic

[Trans-rectal p p p P P 3 Note 1,2,4,7.8
Trans-vaginal p p P p P P " Notet,2,4,78

[Trans-urethral

[Trans-esoph.(non-Curd.)

Musculo-skeletal Conventional

Il@uscu!o-skeleml Superficial

"lntravascular

|@diac Adult

"Cardiac Pediatric

Intravascular (Cardiac)

[Trans-esoph.(Cardiac)

, [ntra-Cardiac

IIPcripheral Vascular

"glher (specify)***

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

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

*[ntraoperative includes abdominal, thoracic, and vascular etc.

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

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

Note I: Tissue Harmonic {maging. The feature does not use contrast agents.
Note 2: Smart3D )

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

Note 4: iScape

Note$5: TD! .

Note&: Contrast Imaging

Note7: Calor M

Note8: Biopsy Guidance

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

Concurrence of CDRH, Officc of Device Evaluation(ODE)

Prescriplion USE (Pe

ign-Off)
Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluation

510K //\ lﬂ/ob/! L
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Diagnostic Ultrasound lndications for Use Form

System
Model:
S10(k) Number(s)

6C2

Transducer

Nilw2int

P

Clinical Application

Mode of Operation

PWD

CwWD

Color
Doppler

" Amplitude
Doppler

Cambined
(specify)

Other {specily)

Ophthalitic

Fetal

Abdominal

Notc 1,2,4,7.8

lmr:\opcr:;(ivc (specify)*

Intraopcrative (Neuro)

"Lap:\rosco;yic

Pediatric

Note 1,2,4.7,8

Ssnall organ{spucify)**

Neonatal Cephalic

Nowc 1,2,4,78

Adult Cephalic

Note 1, 2,4,7.8

[frans-rectal

Trans-vaginal

[Trans-urcthral

Trans-csoph.{non-Card.})

Musculo-skelctal Conventional

Note I, 2,4,7,8

"Musculo-skclcml Superficia)

Note 1,2,4,7.8

"lmmvascular

Cardiac Adult

Cardiac Pediatric

[ntravascular (Cardiac)

rans-esoph.(Cardiac)

|[ntra-Cardiac

"Pcripheral Vascular

Notc 1;2,4,7.8

Ik)lhcr (specify)

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

Additional comments:Combincd 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, ctc.

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

Note 2; Smart3D

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

Note 4: iScape

NoteS: TD1

Notc6: Contrast Imaging

Note7: Color M

Note8; Biopsy Guidance

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

Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per, 23 CER 8

e

{Division Sign-Ot)
‘ Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaluatiop’and Safety
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Diagnostic Ultrasound Indications for Use Form

System ) Transducer X
Moadel: TLAA
510{k) Number(s) N
Mode of Operation
[Clinical Application Color | Amplinde | Combined .
W t {
8 M PwD CwD Dopples{ Doppler | (specify) Other (specify)
Ophthalinic
tetal”
Abdominal P P P P P P Now 12,478
Intracperative (specify)*

lutraoperative (Neuro)

[.aparoscopic

I'cdiatric i P P P P P

Note 1,2, 4,78

Stmall organ(specify)** P P P P id 4

Note 1,2,4.7.8

Nconatal Cephalic 1P p P P P P

Note 1.2,4.2.8

JAduit Cephalic

T rans-rectal

Trans-vaginai

[Trans-urethral

Trans-csoph.(non-Card.)

Musculo-skeletal Conventianal P P | or P P o

Note 1,2,4.7.8

Musculo-skelctal Supcrficial P P P . P r P

Note t,2,4,7.8

Intravascular

[Cardiac Adult

iCardiac Pediatric

Mavascular (Cardiac)

|i’|‘mns~csoph(Cmdinc)

I!lmra-Cardiac

I eripheral Vascular p P P P - P P

Note t,2,4,2.8

HOlhcr {specify)***

N=ncw indication; P=previously clcared by FDA; E=added undcr Appendix E

Additional commenis:Combincd modes: B+M, PW+B, Color + 8, Power + B, PW +Color+ 8, Power + PW +8.

T, v inehrd bdaminal th

. ¥
perative and

cte.

**Smalf argan-breast, thyroid, testes, etc.

Note |: Tissue Harmonic Imaging. The feature does not use contrast agents.
Noi¢ 2: SmaniD ]

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

Note 4: iScape

Note5 : TDI

Note6 : Cantrast Imaging

Note7: Color M

Note8: Biopsy Guidance

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

Concurrence of CDRH, Office of Device Evalualion(ODE)

Prescription USE (Per 21 CFR 801.109)

f {Owvislon Sign-Oft)
Oivision of Radicjogical Dévices :
- Office of ln Vitro Diagnostic Device Evaluation and Safety’

o ALL 60U




Diagnustic Ultrasound Indications for Use Form

System ) {ransducer X
Model: ’ L3 '
310(k} Number(s) [NGRERI

Made of Operation

(Clinical Application ) . -
pplica B M PWD cwD Color | Amplitude Comb!ncd
. Doppler| Doppler | (specify)

Other {specify)

[Ophthalinic

Fetal

Abdaminat : P r P [ ’ P P

Note 1,2.4,78

Intraoperative {specify)*

Intraoperative (Neuro)

Laparascapic

ediatric i P id [ P 4

Note 1,2,4,7.8

Small argan(specify)** P 4 P v P p

Note 1,2,4,7.8

Neonatal Cephatic P 4 P P P 14

Note 1,2,4,78

IAdult Cephalic

 Trans-rectal

Trans-vaginal

[Vrans-urethsal

[Traas-esoph.{non-Card.}

[Musculo-skeletal Conventional] P P P P P P

Note 1.2,4,7.8

"M usculo-skeletal Superficial P P P P L P

Note 1,2,4.7,8

intravascular

Cardiac Adult . -

[Cardrac Pediatric

[niravascular (Cardiac)

 Trans-¢soph.(Cardiac)

Intra-Cardiac

"Pcriph:ral Vascular P ? P P P P

Notw 1,2,4,7.8

]LOthcr (specify)***

N=ncw indication; P=previously tleared by FDA; E=added under Appendix &

Additional comments:Combined modes; B+M, PW+B, Color + B, Pawer + B, PW +Colort B, Power + PW +B,
*Intraoperative includes abd : )

1, thoracic, and lar etc.

**Smal] organ-breast, thyroid, testes, ¢tc. .

Note I: Tissue Harmonic Imaging. The feature does nol use contrast agents.

Note 2: Smart3D

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

Note 4: iScape

NoteS: TDI

Note6: Contrast lmaging

Note7: Color M

Note8 : Biopsy Guidance

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

Concurrence of CDRH, Office of Device Evaluation{ODE)

Prescription USE (Per 21 CFR 801.109) '

|Division Sign-
Division of Radiclogioal
Office of In'Vitra Diagnastic Davice €

e AL0j04l
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Diagnostic Ultrasound ladications for Use Form

System R Transducer X
Model: L42.4

510(k) Number{s) KL

Made of Operation

Clinical A"”"”'f"" . 8 M | PWD cwD D‘ﬂ;'p“"u A;;‘:;:;‘:‘ (i:"::c’:'r‘:? Other (specify)
Ophthalmic

tctal ’ .

Abdominal P f [ P 3 Note 1,2,4,7.8
Intraoperative (specify)* o

|ntrasperative (Neuro)

L.aparoscopic

Pediatric |id P P 4 P Note 1.2,4,78
Small organ{specify)** P P P ' 4 P Note 1.2,4.78
Neonatat Cephalic P PP ) ¥ » Notc 1,2.4,7,8
Adult Cephalic

[Trans-rectal

[Trans-vaginal

[Trans-urethral

Trans-csoph.(non-Card.)

Musculo-skeletal Canventionat P P 3 P [ Note 1,2,4,7,8
Musculo-skcletal Superficia! P P P P 14 Note 1,2,4.7,8

Intravascular

Cardiac Adul

Cardiac Pediatric

Intravascular (Cardiac)

Hfrans-esoph.(Cardiac)

"lnlm-Cardiac

"Ecriphernl Vascular P P P P P

Noic 1,2,4,7.8

]Ehcr (specify)*** .

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

Additinnal C

Combincd modes: B+M, PW+B, Color + B, Power + B, PW +Caolor+ B, Power + PW +8,

*Intraoperative includes abdominal, thoracic, and vascular etc.

**Small organ-hreast, thysoid, testes, elc.

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

Note 2: Smart3D

Note 3:4D{Real-time ID)

Note 4: iScape

NateS: TDI

Note6: Contrast imaging

Note7: Color M

Note8 : Biopsy Guidance .

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

Concurrence of CDRH, QOffice of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

{Division Sign-Otf)
Division of Radiological Devi
Office of in Vitro Diagnostic Device Eval udtion end Safety

ALY




System
Model:
510(k) Nuibes(s)

l)'iagnoslic Ultrasound Indicutions for Use Form

Transducer b
L.7-3
RiY2ntif

Clinical Application

Mode of Operation

Color | Amplitude] Combined

‘1. » WD e
B M WD ¢ Doppler| Doppler | (specify)

Other (specify)

Ophthalmic

Fetal

Abdominal

Note 1,2,4,7.8

Intraoperative (specify)*

[ntraoperative (Ncuro)

Laparoscopic

Pediatric

Note 1,2, 478

Small organ(spccify)**

Note 1,2,47.8

conatal Cephalic

Note 1,2, 4,7,8

IAdult Cephalic

{Trans-rectal

rans-vaginal

ITrans-urcthra)

{Trans-esoph.(non-Card.)

Musculo-skeletal Conventional

Noie 1,2, 4,7.8

Musculo-skeletal Superficial

Note 1,2,4,7,8

Intravascular

Cardiac Adult

Cardiac Pediatric

I atravascular (Cardiac)

[Trans-csoph.(Cardiac)

[ntra-Cardiac

Peripheral Vascular

Note 1,2,4,7,8

Other (specify)**®

N=rew indication; P=previous|

y clcared by FDA; E=added under Appendix €&

Additi ¥ p=ymary

d modes: B+M, PW+8, Color + B, Power + B, PW +Color+ B, Power + PW +8.

*{ntraoperative includes abdominal, thoracic, and vascular etc.

*+Small organ-breast, thyroid, tesics, clc.

Notc 1: Tissue Harmonic Imaging. The festure does not use contrasi agents,

Note 2: Sman3D

Note 3: 4D(Real-tim

e 3D)

Note 4: iScape

NoteS: TD!

Note6: Contrast Imaging

Note7: Color M

Noted: Biopsy Guid

Jance

{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)

Ll b /

(Oision Sign-Otf)

Oivision of Radiological Devi
Offica cf in Vitro Diagnostic Davk:e Evaiughion and Safaty

g AN IN)
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Diagnostic Ultrasound Indications for Use Form

Sysiem Transducer x
Modc!: Lll-¢
510(k) Number(s) R

Mode of Operation

Clinical Application i i
pp " M PWD WD Coalor | Amplitude Combfr}cd
Doppler | Doppler | (specify)

Other (specity)

Ophthalmic

Felat

|Abdominal i r P P P P Note 1.2,4,7.8

Imraoperalive (specify)*

Intraoperative (Neuro)

Laparoseopic

Pediatric P P P P 4 p Nowe 1,2,4,7.8
Small ergan(specify)*® [ P 4 4 P P Not 12,428
Neonatal Cephalic id P P P 4 P " Note 1,2,4,2.8
Adult Cephalic

[Trans-recial

(Trans-vaginal

ITrans-urethral

[Trans-esoph {(non-Card }

Musculo-skeletal Gonventional] 1 P P p P P Note 1,2,4,7.8

Musculo-skelctal Superficial i P P P P P Notc 1,2,4,7.8

Intravascular

iCardiac Adult .

[Cardiac Pediatric

Intravascular (Cardiac)
Ihrans-csopln.(Cardiac)

Intra-Cardiac

Peripheral Vascular P 4 P p P. P Note 1,2,4,7,8
JOther (specify)***
Nsnew |ndlcanon, P=previously cleared by FDA; E=added under Appendix E

Additi Combined modes: B+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.

Y e in ol hd

perative inal, thoracic, and vascular etc,

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

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

Note 2: Smant3D

Note 3:4D(Real-time ID)

Note 4: iScape

Note5: TD1

" Note6: Contrast Imaging

Note7: Color M

Note8: 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)

{Division ignOf!)
*.«  Division of Radiol Devices
Ofﬁce of In viro Dlagnostic Detice Evaluati

o
o2
\
N o
B
P~
D
ISyt
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Diagnostic, Ultrasound Indications for Use Form

System Transducee s
Muodel: . {.14-6

310(k} Number(s) INICNES R

Mode of Operalion

Clinical Application A v | rwp cwD Color | Amplitude Cambifcd Other (specify)
Doppler| Doppler | (specify)}

Ophthatinic”

Fewal

lAbdominal P P [4 P P P Nolc 1,2,4,7.8

Intraoperative (specify)

lutraoperutive (Neuro)

Laparbscopic

Pediatric P ) Py P p P Notc 1.2,4,7,8
Small organ(specify)”® P |4 [ 4 [ P Notc1.2,4,7.8
Neanatal Cephalic 3 P P P p P Notc 1.2,4.7.8

Adult Cephalic

[Trans-receal

Trans-vagina

IWrans-urcthral

[1'rans-esoph.{non-Card.}

IMusculo-skeletal Conventional] P P 4 P P |3 Notc'1,2,4,7.8
Musculo-skeletat Superficial P P r P P P Note 1,2,4,7,8
Intravascular

Cardiac Adult

Cardiac P'cdiatric

Intravascular (Cardiac)

Trans-esoph.(Cardiac)

intra-Cardiac

Peripheral Vascular P P P P P P Note 1,2,4,2.8
“01hcr (specify)***
N=ncw indication; P=previously clcared by FDA: E=added under Appendix E

Additiona) comments:Combined modes: 8+M, PW+B, Color + B, Power + B, PW +Color+ B, Power + PW +B.
°f perative includes abdominal, thoracic, and lar eic.

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

Note |: Tissuc Harmonic Imaging. The fcature does not usc contrast agents.

Note 2: Sman3D

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

Note 4: iScape

NoteS: TDH

Note6: Contrast Imaging

Note7: Color M

Naote8 : Biopsy Guidance
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IFf NEEDED)
Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

{Division Sign-Of)
Ovision of Radiological Devices
Ofﬁca of in Vitro Diagnostio Davice Evaluation hd Safety

sox LALO 1O
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Diagnostic Ultrasound Indications for Use Form

System
Nodel:
S10(k} Nuwiber(s)

Transducer

2P2

KOu2aag

X

Clinicat Application

Mode of Operation

PW Cotor
w
BM D cw Doppler

Amplitude
Doppler

Combined
(specify)

Other (specify)

Ophthalmic

Fetal

Abdominal

Nate 1,2,5,7.8

Intraoperative (specify)*

’ “lmraopcm(ivc (Necuro)

“Laparoscnpic

Pediatric

Note 1,2,5,7,8

Small organ({specify)**

Nconaal Cephalic

Note 1,2,578

Adull Cephalic

P

Trans-rectal

Note 1,2,5,7,8

Trans-vaginal

Trans-urethral

Trans-esoph.(non-Card.)

Musculo-skeletal Conventional

"Musculo-skclcm Superﬁciall

[ntravasculor

Cardiac Adult

Note 1, 2,5,7,8

Cardiac Pediatric

tatravascular (Cardiac)

Note 1,2,5,7,8

rans-csoph.(Cardiac)

intra-Cardiac

"Pcripheml Vascular

"Olhcr (specify)***

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

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

*Intraoperative includes abdominal, thoracic, and vascular cic.

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

Note 1: Tissuc Harmonic imaging. The feature does not use contrast agents.

Note 2: Smart3D

Note 3:4D(Real-time D)

Note 4: iScape

NoteS: TDI

- Note6: Contrast Imaging

Note?: Color M

Note8: Biopsy Guidance

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

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

Prescription USE (Per 21 CFR 801.109)

(Division 5ig

Division of Radiological Devices

Office of in Vitro Diagnostic Device Evaluati

‘ s:ox./A/D 10d)

and Safety

13



Diagnostic Ultrasound Indications for Usc Form

System Transducer X
Modc!: 4CDH :
SH0(k) Number(s) NN
Mode of Operation
Clinicat Application PW Color | Amplitude]| Combined ‘ .
W specify

BM D cwD ‘Doppler] Doppler | (specify) Ol.hcr (h,p“'r})
Ophthalmic
Fctal 4 P P g P Notel 2, 3,4.7
Abdominal P P P P p Notel,2, 3,47
[ntraoperative (specify)®
Intraoperative (Neuro)
Laparoscopic
Pediatric P|PJ|P P p p Notel,2,4,7

Small organ(specify)**

Nvonatal Cephalic

Adult Cephalic

iTrans-recal

Trans-vaginal

rans-uscthral

Trans-csoph.(non-Curd.)

Musculo-skeletal Conventional

“Musculo-skclclal Superficial

Intravascular

Cardiac Adult

[Cardiac Pediatric

Intravascular (Cardiac)

[Trans-esoph.(Cardiac)

[intra-Cardiac

"Pen'ph:ml Vascular

: ﬂOlhcr (specify)***

N=new indication; P=prcviously clearcd by FDA; E=added under Appendix E

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

*Intraoperative includes sbdominal, thoracic, and vascular etc,

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

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

Note 2: Smant3D

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

Note 4: iScape

Note5: TDI

Nolte6 : Contrast Imaging

Note?; Color M

Notc8: Biopsy Guidance

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

Concurrence of CDRH, Office of Device Evaluation(ODE)

" Prescription USE (Per 21 CFR 801.109)

{Division Sign-Oftj
) Division of Rediclogical Deyites :
Otfice of In Vitro Diagnostic Device Evaluation and Safety

| 510K //\/() X2y
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Diagnostic Uttraseund Indications for Use Form
System Transdueer X
Modct: P4-2
510{k) Number(s)

Mode of Operation

Clinical Application . i i

" o o [T ewo | o e oty | Oter specity)
Ophthalmic ’
Feal
Abdominal N]INI|N N N N N Note 1,2,5,7,8
[ntraoperative (shccify)’

“(nlraopcru(ivc (Ncuro)

“Laparoscopic
Pediatric NINJIN N N N N Note 1,2,5,7,8
Small organ(spegify)”® ) .
Neonatal Cephalic - ' NIN|N| N N N N .| Nowel, 2578
Aduly Cephalic N|INIJN N N N N Note I, 2,5,7,8

Trans-rectal

[Trans-vaginal

[Trans-urethral

Trans-csoph.{non-Card.)

Musculo-skeletal Conventional

{IMusculo-sketctal Superficial

"Inlravascular
[[cardiac Adut N|wn]|N] N N N N Note 1,2.5,7.8
{[cardisc pediatric - NIN[N] N[ N N N Note 1,2,5,7,8

[ntravascular (Cardiac)

[Trans-esoph.(Cardiac)
intra-Cardiac
I[Pcripheml’Vascular
"Othcr (specify)*** .
N=new indication; P=previously cleared by FDA; E=addcd under Appendix E
Additional comments:Combined modes: B+M, PW+8, Calor + B, Power + B, PW +Color+ B, Power + PW +B.

*Intraoperative includes abdominal, thoracic, and vascular ¢le,

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

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

Note 2: Smant3D )

Note 3: dD{Real-time 3D)

Note 4: iScape

Note5: TDI -

Note6: Contrast Imaging

. Note7: Color M

Note2: Biopsy Guidance e
(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)

M,M@é{/

{Onslort Sign-Off)
Uivision of Radiofogical Devices
Office of In Vitro Oiagnostic Davice Evaiuet Safaty

sk LR 1L //)c/ /]
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Diagnostic Ultrasound ladications for Use Form

System
Madel:
510(k) Number(s)

P7-3

Trunsducer

X

Clinical Application

Mode of Operation

PW

CWb

Calor
Doppler

Amplitude
Doppler

Combined
(specify)

Other (specify)

Ophthalmic

Fetal

Abdominal

Note {, 2,5,7

llnimoperative (specify)®

"lnlmopcralive {Neuro)

"Laparoscopic

Pediatric

Note 1, 2,5,7

Smal! organ(specify)**

Neonatal Cephalic

Note 1, 2,5,7

Adult Cephalic

Note 1,2,5,7

Trans-rectal

[Trans-vaginal

[Trans-ureshral

[Teans-esoph.(non-Card.)

Musculo-skeletal Conventional

Note 1, 2,7

"Musculo-skclelal Superficial

"lnlmvascular

lcacdiac Adun

Note 1, 2,5,7

Cardiac Pediatric

Note I, 2,5,7

Intravascular {Cardiac)

[Trans-esoph.(Cardiac)

Intra-Cardiac

"E’ipheral Vascular

{Other (specify)*+*

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

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

*Intraoperative includes abdominal, thoracic, and vascular etc,

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

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

Note 2: Smart3D

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

Note 4: iScape

Notes: TDI

Note6: Contrast Ima;

ging

Note7: Color M’

Note8: Biopsy Guidance

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

Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per.z K
/T (owition Sigmof
. Division of Radiological Device
Office of In Vitro Diagnostic Davice Evaluation and Safety
510K / ¢< / 0 / 0 a/
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Diaguostic Ultrasound Indications for Use Form

System
Model:
510(k) Numbes(s)

P12-4

Transducer - X

Clinical Application

Mode of Operation

PW

: Cotor | Amplitude| Combined e
Cwo Doppler{ Doppler | (specily) Other {specify}

Ophthalmic

Fetal

Abdominal

N N N N Note 1,2,5.7

Intvaoperative (specify)*

"lmmopcrmivc (Neuro}

I Laparoscopic

Pediatnic

N N N N Note 1, 2,5,7

Smali organ(specify)**

Neonatal Cephalic

N N N "N Note 1,2,5,7

Adult Cephalic

N N N N Note 1,2,5,7

[Trans-rectal

I'rans-vaginal

(Trans-urcthral

T'rans-esoph.(non-Card.)

LMuscu!o-skclcmi Conventional

N . N N Note 1, 2,7

IIMusculo-skclcml Superficial

Ihtmvascular

Cardiac Adult

N N N N Note 1,2,5,7

Cardiec Pediatric

N N N N Note 1,2,5,7

Intravascular {(Cardiac)

rans-csoph.(Cardiac) -

l[ntra-Cardiac

IIP:riphcml Vascular

"CHhcr (specify)**

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

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

*Intraoperative includes abdominat, thoracic, and vascular ctc.

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

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

Note 2: SmanlD

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

Note 4: iScape

Naote5: TDI

Noteé: Contrast Imaging

Note7: Color M

Note8: Biopsy Guidance

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

Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

7

2 X

Kl

Ohvision Sigmof).-

‘ Division of Radiclogical Davices :
Office of In Vitro Diagnostic Devica Evaluati and Safery

sox ALULA]
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Diagnostic Ultrasound lndications for Use Form

System
Model:
S10(k) Number(s)

Transducer

Lrs

X

Clinical Application

Modc of Operation

Color

W
PWD Doppicr

CwD

Amplitude

Combincd
(specify)

Other (specify)

Dphthalimic

Dappler

Fetal

Abdominal

Nowe 1,2,47.8

Intraoperative (specify)*

Noic 1.2, 4,7,8

“Immopcra(ivc (Ncuro)

Hl.apmoscopic

Pediatsic

Noic 1,2,4,7.8

Small organ(specify)**

z

Notc 1,2,4,7.8

Nconatal Cephalic

N N

Notc 1,2,4,7.8

Adult Cephalic

Trans-rectal

Trans-vaginal

rans-urethral

{Trans-esoph.{ron-Card.)

Musculo-skeletal Ceaventional

Note 1,2, 4,7.8

“Musculo-skclcml Superficia)

Note 1,2,4,7,8

Intravascular

Cardiac Adull

ICardiac Pediatsic

Intravascular (Cardiac)

ITrans-esoph.{Cardiac)

ntra-Cardiac

"Pcriphcral Vascular

Notc 1,2,4,7.8

|[Othcr (specify)*=*

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

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

*Intraoperative includes abdominal, thoracic, and vascular etc.

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

Note 1: Tissue Harmonic Imaging. The featuse docs not use contrast agenis.

Nate 2: Smart30

Nate 3:4D(Real-time 31D)

Nate 4: iScape

NateS: TDI

Note6: Contrast Imaging

Note7: Color M

Note8: Biopsy Guidance

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

Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

/

/,
(Division Sign-Otf)
Division of Radiological Devices
Office of In Vitro Diagnostic Device Evaluatiory/and Satety

o 81010
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System
Model: )
$10(k) N_uu)\bcr(si

Diagnostic Ultrasvund Indications for Use Form

Transducer

DE10-3

e

|;li11fc;nl Application

Mode of Operation .

Color

B M | rwD]CwD
Doppler

Amplitude
Doppler

Combined
(specify)

Other (specify)

Ophlhalmiﬁ

Fetal

N N N N

Note 1,2,3,4.7

-[[abdominal

Intraopérative (specify)®

“lnlmopcmlivc {Neuro)

“Laparoscobic

Pediatric *

Smail orgzin(spccil‘y)"

[Neonatat Cephalic

Adult Ccp'hulic

(Crans-rectal

Nowe (,2,347

Trans-vaginal

Note 1,2, 34,7

[Trans-urethral

[Trans-esoph.(non-Card.)

Musculo-skeletal Conventional

|Musculo-s'kcleml Superficial

“lmmvascular

“Cardiac Adult

“Cardiac Pediatric

Intravascular (Cardiac)

TrmsAcsobh.(Cardiac)

(Intra-Cardiac

"Pcriphemi Vascular

"Olhcr (specify)***

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

Additiona} 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.

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

. Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.
_ Note 2: Sman3D )

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

" Noie 4; iScape

" NoteS: TDI

" Noteé: Contrast [maging

" Note7: Color

M

! Note8: Biopsy Guidance

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

Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CF J99)

! 7 '
' -/ {Oivision Sign-Off)
; Division of Radiological Devices

t

* Office of In Vitro Diagrostic Device Evaluation and Safety

aox A0 104 ]
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