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510(K) SUMMARY JUN 21 2013

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

The assigned 510(k) number is:

1. Submitter:

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

518057, P. R. China

Tel: +86 755 8188 5658
Fax: +86 755 2658 2630

Contact Person:

Wu Zicui

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: February 01, 2013

2. Device Name:

DP-20 Digital Ultrasonic Diagnostic Imaging System

DP-30 Digital Ultrasonic Diagnostic Imaging System

Classification

Regulatory Class: Il

Review Category: Tier I

21 CFR 892.1550 Ultrasonic Pulsed Doppler Imaging System (1YN)
21 CFR 892.1560 Ultrasonic Pulsed Echo Imaging System ([YO)

21 CFR 892.1570 Diagnostic Ulirasound Transducer (ITX)

3. Device Description:

The DP-20 and DP-30 Digital Ultrasonic Diagnostic Imaging System are general purpose,
portable/mabile  (with mobile ultrasound trolley), software controlled, ultrasonic

diagnostic systems. Its function is 1o acquire and display ultrasound data in B-Mode,
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M-Mode, or their combined mode B+M Mode. The systems are Track 3 device that
employs an array of transducers inc]udihg linear array and convex array. The frequency
range of DP-20 is approximately 2.0 MHz to 10.0 MHz and that of DP-30 is
approximately 2.0 MHz to 12.0 MHz,

4, Intended Use:

The Digital Ultrasonic Diagnostic Imaging System is applicable for adults, pregnant
women, pediatric patients and neonates. It is intended for use in fetal, abdominal,
pediatric, small organ(breast, thyroid, testes), neonatal cephalic, adult cephalic,
trans-rectal, trans-vaginal, musculo-skeletal{conventional, superficial), cardiac(adult,

pediatric), peripheral vascular and urology exams.

5. Comparison with Predicate Devices:

DP-20 and DP-30 Digital Ultrasonic Diagnostic lmaging System is comparable with and
substantially equivalent to these predicate devices:

Predicate . S510(k) Control
] Manufacturer Model
Device Number

R Mindray DP-20/DP-30 K113153
_— Mindray Z6 K122010
____ Mindray M7 K121010

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 devices.

The subject devices have been tested under [EC 60601-1, IEC 60601-1-1, IEC 60601-1-2,
IEC 60601-1-4, IEC 60601-2-37 and their software has been verified and validated.

These tests can support that the subject device is substantial equivalent to the predicate
devices in aspect of safety and effectiveness.

6. Non-clinical Tests:

DP-20 and DP-30 Digital Ultrasonic Diagnostic Imaging System has been evaluated for
acoustic output, biccompatibility, cleaning and disinfection effectiveness as well as thermal,
electrical and mechanical safety, and has been found to conform with applicable medical
safety standards. "T'his device has been designed to meet the following standards: UEMA
UD 2, UEMA UD 3, IEC 60601-1, IEC 60601-1-1, IEC 60601-1-2, 1EC 60601-1-4, IEC
60601-2-37.UL 60601-1, [SO14971 and [SO 10993-1, IEC 62366, IEC 62304.

7. Clinical Studies
Not applicable. The subject of this submission, DP-20 and DP-30 Digital Ultrasonic

B-2
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Diagnostic Imaging System, does not require clinical studies to support substantial
equivelance.

Conclusion:

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, 1SO
9001 and ISO 13485 quality systems. The device conforms to applicable medical device
safety standards, Therefore, the DP-20 and DP-30 Digital Ultrasonic Diagnostic Imaging
System is substantially equivalent with respect to safety and effectiveness to devices
currently cleared for market.

B-3
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Food and Drug Administration

J"‘mm ’ 10903 New Hampshire Avenuc
Document Control Center — WO66-G609

Silver Spring, MD 20993-0002
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June 21, 2013
Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
% Susan D. Goldstein-Falk
OfTicial Correspondent
MDI Consultants, Inc.
55 Northern Blvd., Suite 200
GREAT NECK NY 11021

Re: K130833
Trade/Device Name: DP-20/DP-30 Digital UItrasomc Diagnostic Imaging System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: 1YN, IYO, ITX
Dated: March 1, 2013
Received: March 26, 2013

Dear Ms. Goldstein-Falk:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and 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) that do not require approval of a premarket approval application (PMA).
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. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

This determination of substantial equivalence applies to the following transducers intended for
use with the DP-20/DP-30 Digital Ultrasonic Diagnostic Imaging System, as described in your
premarket notification:

Transducer Mode] Number

35C20EA 35CS0EB 65CISEA
6SECI0EB 75.38EB 75L53EA
35CS0EA 65ECI10EA 75L38EA

10L24EA



Page 2 - Ms. Goldstein-Falk

If your device is classified (see above) into either class 11 (Special Controls) or class 111 (PMA),
it may be subjec! to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medica! device reporting (reporting of medical
device-related adverse events) (21 CFR 803); 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.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638 2041 or (301) 796-7100 or at its Internet address
hup://www.fda.pov/MedicalDevices/ResourcesiorY ou/Industry/default.htm. 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/Medical Devices/Satetv/ReportaProblem/default.him for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

http://www tda.pov/MedicalDevices/ResourcestorY ou/Industryv/default.hum.

Sincerely yours,

i)
for
Janine M. Morris
Director, Division of Radiological Health
Office of In Vitro Diagnostics

and Radiological Health
Center for Devices and Radiological Health

Enclosure



Indications for Use

510(k) Number (if known). K130833

Device Name:
DP-20 Digital Ultrasonic Diagnestic imaging System
DP-30 Digital Ultrasonic Diagnostic Imaging System

Indications for Use:
The Digital Ultrasonic Diagnostic Imaging System is applicable for

adults, pregnant women, pediatric patients and neonates. It is
intended for use in fetal, abdominal, pediatric, small organ(breast,
thyroid, testes), neonatal cephalic, adult cephalic, trans-rectal,
trans-vaginal, musculo-skeletal (conventional, superficial),

cardiac(adult, pediatric), peripheral vascular and urology exams.

Prescription Use__X AND/OR Over — The — Counter Use
(21 CFR Part 801 Subpart D) (24 CFR Part 807 Subpart C)

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

Concurrence of CORH, Office of In Vitro Diagnostic and Radiological Health (OIR)

finin )

(Division Sign Off) ’
Division of Radiological Health Q0OsS-1
510(k) _ KI130833



Diagnostic Ultrasound Indications for Use Form

System DP-20 Digital Ultrasonic Diagnostic Imaging System

Model: DP-20

510(k) Number(s)

L: Mode of Operation

linical Application i i
PP 3 | m |pwp|cwp Di‘;':l’cr ”‘S’;’;‘I‘gc (::P";::g? Other (specify)
phihalmic

Fetal P P P Notel, Note 2

IAbdominal P P P Nolel, Note 2

Inmraoperative (specify)®

Intraoperative (Neuro)

L.aparoscopic

Pediatric P P P Nolel, Note 2

Small organ(specify)** P P P Naote 2

Neonatal Cephalic P P P Note 2

A duli Cephalic P P P Note 2

[Trans-rectal P P P Note 2

[Trans-vaginal P P P Note 2

[Trans-urethral

rans-csoph.(non-Card.)

Musculo-skeletal Conventional P P P Notel, Note 2
"Muscu!o-skclelul Superficial P P P Note 2
||In|rnvnsculu:

"Cardiac Adult P p P Note 2
[lcardiac Pediawic Pl P Note 2
"Imravn.scular (Cardinc)

"’Trans-csoph,(Cardinc)

||ln1rn-Cardiac

"Pcriphcral Vascular P P Note 2
"Olhcr (specify)*** P P Nolel, Note 2

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

Additional comments:Combined modes: B+M.

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

**Other use includes Urology.

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

Nole 2: Biopsy Guidance

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

Concurrence of CDRH, Office of Device Evaluation{ODE)

Prescription USE (Per 21 CFR 801.10%)
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Diagnostic Ultrasound Indications for Use Form

Sysiem
Transducer Model:
510{k) Number(s)

DP-20 Digital Ulirasonic Diagnostic Imaging System

I5C20EA

linical Application

Mode of Operation

M | PWD

CwD

Coalor
Doppler

Amplitude
Doppler

Combined
(specify)

Oher (specify)

Ikaphlhalmic

[[Ferat

“a_ﬁ bdominal

Note 2

|@mopcralivc (specify)*®

|{Inlmopcra|ivc (Neuro)

ﬂanamscopic

{[Pediatric

Note 2

"Smnll organ(specify)**

Neonatal Cephalic

IAdult Cephalic

Trans-rectal

[Trans-vaginal

[Trans-urethral

rans-csoph{non-Card.)

Musculo-skeletal Conventional

Noic 2

Musculo-skeletal Superficial

Intravascular

\Cardiac Adult

Note 2

Cardiac Pediatric

Intravascular (Cardiac)

ITrans-esoph.(Cardiac)

Intra-Cardiac

(Peripheral Vascular

Note 2

{lother (specify)e»e

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

Additional comments:Combined modes: B+M.

*Small organ-breasi, thyroid, lestes, elc.

**Other use includes Urology,

Noie |: Tissue Harmonic Imaging. The feature does not use contrasl agents.

Note 2: Biopsy Guidance

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

Concurrence of CDRH, Office of Device Evalvation(QDE)

Prescription USE (Per 21 CFR 801.109)
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Diagnostic Ultrasound Indications fer Use Form.
System DP-20 Digital Ultrasonic Diagnostic Imaging System
Transducer Model: 15CS0EB
510(k) Number(s)

Mode of Operation
linical Application i i

PP B M | PWD | CWD D(;:::I];:r A[;no';l:;::c f:;:::?;;’ Other (specify)
\Ophthalmic
[Fetal P P P Notel, Note 2
JAbdominal P P P Notel, Note 2
Intraoperauve {specify)*
Intraoperative (Neuro)
Laparoscopic
Pediatric P P P Notel, Note 2

ISmal] organ(specify)**
[Neonatal Cephalic
|Adult Cephalic
[Trans-rectal

[Trans-vaginal
[Trans-urethral

rans-eseph.(non-Card.)
usculo-skelclal Conventional P P P Notel, Note 2
usculo-skelelal Superficial

Intravascular

[Cardiac Adull

Cardiac Pediatric
Intravascular (Cardiac)
[Trans-csoph.(Cardiac)

Intra-Cardiac

[Peripheral Vascular .
IIOlhcr (specify)*** P P P Notel, Nole 2
N=new indication; P=previously cleared by FDA; E=added under Appendix E
Additional comments:Combined modes: B+M.
*Small organ-breast, thyroid, testes, elc.
**(ther use includes Urology.
Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.
Note 2: Biopsy Guidance
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concuorrence of CDRH, Office of Device Evaluation{ODE)

Prescription USE (Per 21 CFR 801.109)

QO8—<k



Diagnostic Ultrasound Indications for Use Form
DP-20 Digiw) Ulirasonic Dingnostic imaging System

Syslem
Transducer Model:
510(k) Number(s)

65C15EA

Clinical Application

Mode of Operation

M | PWD

CcwD

Color
Doppler

Amplitude
Doppler

Combined
{specify)

Other {specify)

Ophthalmic

Feta!

|Abdominal

Note 2

Intraoperative (specify)®

Intrapperative (Neuro)

Laparoscopic

Pediatric

Nole 2

Small organ(specify)**

[Neonatal Cephalic

Note 2

[Adult Cephalic

Note 2

Trans-rectal

[Trans-vaginal

[Trans-urethral

[Trans-esoph.(non-Card.)

Musculo-skeletal Conventionsl

Note 2

"Musculo-skc]cwl Superficial

“Inu'uvascular

[[Cardiac Adult

{[Cardiac Pedietric

Note 2

"Inmwascula: (Cardiac)

I[Trans-csoph.(Cnrdiac)

||lmn-Card iac

Ib’criphcral Vascular

Note 2

“Othcr (specify)***

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

Additional comments:Combined modes: B+M,

*Small organ-breast. thyroid, 1esics, ctg.

**Other use includes Urology.

Note 1: Tissue Harmonic Imaging. The fealure docs nol use contrast agenls.

Note 2: 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)
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Diagnostic Ultrasound Indications for Use Form
DP-20 Digital Ulrasenic Diagnostic Imaging Sysiem
65EC10EB

System
Teansducer Model:
510(k} Number(s)

Clinical Application

Mode of Operation

PWD

CWD

Color | Amplilude

Doppler

Doppler

Combined
(specify)

Other (specify)

Ophthalmic

Fetal

P

Note 2

Abdominal

Intraoperative (specify)®

Intraoperative {Neuro)

Laparescopic

Pedintric

Small organ(specify y**

Neonatal Cephalic

Note 2

Adult Cephalic

[Trans-rectal

Note 2

[Trons-vaginal

Note 2

[Trans-urethrol

[Trans-esoph {non-Card.)

(Musculo-skeletal Conventional

||Musculo—skclcml Superficial

|[Inu'avascular

(Cardiac Adult

"Cardiac Pediatric

“lnlravascular (Cardiac)

"Trans-r:soph‘((.‘nrd iac)

||ln|m-Curdiuc

"Periphcral Vascular

(lother tspecifyye*s

P

P

Note 2

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

Additional comments:Combined modes: B+M.

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

**Other use includes Urclogy.

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

Nole 2; Biopsy Guidance

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

Concurrence of CDRH, OfTice of Device Evaluation(ODE)

Prescription USE (Per 2t CFR 801.109)
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Diagnostic Ultrasound Indications for Use Foerm
DP-20 Digital Ulrasonic Diagnostic Imaging System

Sysiem
Transducer Mode):
510(k) Number(s)

751,388

linical Application

Mode of Operation

M | PWD

cwhD

Color
Doppler

Amplilude
Doppler

Combined
(specify)

Other (specily)

IlOpthaImic

"Fctal

"Abduminal

Nole 2

"!mmopcmtive (specify)*

"Immopcralive {Neuro)

"Laparoscopic

Pediatric

Nole 2

Smal] organ(specify)**

b~

MNote 2

INeonatal Cephalic

Note 2

[Adult Cephalic

ITrans-rectal

[Trans-vaginal

[Trans-urethral

[Trans-esoph.(non-Card )

Muscule-skelelal Conventional

Note 2

"Musculo—skcielnl Superficial

Note 2

"I_nlmvascular

"Caldiac Adult

“Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph.{Cardiac)

Intra-Cardiac

Peripheral Vascular

Note 2

[jOther (specify)+++

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

Additional comments:Combined modes: B+M.

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

**Other use includes Urclogy.

Note |: Tissue Harmonic Imaging. The feature docs not use conirast agents.

Note 2: 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)
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Diagnostic Ultrasound Indications for Use Form
DP-20 Digital Ultrusonic Diagnostic Imaging System

Syslem
Transducer Modet:
510{k} Number(s}

7SLSIEA

linical Application

Mode of Operation

M | PWD

cwD

Color
Doppler

Amplitude
Doppler

Combined
(specify)’

Other (specify)

"Ophlhalmic

{iFeta)

"A bdominal

Note 2

"lnlmopcmlive (specify)*

"lnlrnopcmlive (Neuro)

"annroscopic

Pediatric

Note 2

Small organ(specify)**

-

Note 2

Neonatal Cephalic

Note 2

|Adult Cephalic

[Trans-reclal

[Trans-veginal

[Trans-urethral

[Trans-esoph.{non-Card.)

Musculo-skeletal Conventional

Note 2

Musculo-skeletal Superficial

Note 2

Intravascular

Cardiac Adull

[Cardiac Pediatric

Iniravascular (Cardiac)

[Trans-esoph.(Cardiac)

Intra-Cardiac

Peripheral Vaoscular

MNole 2

Other (specify)***

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

Additional comments:Combined modes: B+M.

*Small organ-breasl, thyroid, 1esics, elc.

**Qther use ingludes Urology.

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

Note 2: Biopsy Guidance

(PLEASE DO NQT 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)
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Diagnostic Ultrasound Indications for Use Form

System DP-30 Digital Ultrasenic Diagnostic Imaging Sysiem
Model: 0OP-30
510(k) Number(s)
Mode of Operation
Clinical Application titud mbin
’I PP B | M |pwp|cwD Di;';;r "B‘o'; p]‘:rc f:m:i r;)d Other (specify)
|;0phlhalmic
"chl P P P Notel, Note 2
")_\bdominal P P P Notel, Note 2
"Inlraopcralivc (specify)*
"Inlmopcmlivc {Neuro)
"l_,apamscopic
[Pediatsic P P p Nolel, Note 2
[Small organ(specify)** P P P Nowe 2
[Neonata! Cephalic P P P Note 2
I dult Cephalic P P P Note 2
[Trans-rectal P P P Nole 2
[Frans-vaginal P P P Note 2
[Trans-urethral
[Trans-esoph. (non-Card.)
Musculo-skeietal Conventional P P P Notel, Note 2
Musculo-skeletal Superficial P P P Nole 2
Intravascular
"Cmdiac Aduh P P P Nole 2
([Cardiac Pediatric P | P P Noic 2
Ilntravascula.r (Cardiac)
l‘l"rnns-esoph.(Cardiac)
fintrs-Cesdiac
"Pcripheml Vascular P P P Noie 2
[lother (specifyye** Pl P P Note !, Note 2

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

Additional commenis: Combined modes: B+M.

*Small organ-breast, thyroid, tesies, clc,

**Other use includes Urology.

Note |: Tissue Flarmonic Imaging. The leature does not use conirast agenis.
Note 2: Biopsy Guidance )

(PLEASE DO NOT WRITE BELOW TIIS LINE-CONTINUEE ON ANOTHER PAGE IF NEEDIED)

Concurrence of CDRM, Office of Device Evaluation(QODE)

Prescription USE (Per 21 CFR 801.109)

QOS8-9



Diagnostic Ultrasound Indications for Use Form
DP-30 Digital Ultrasonic Diagnostic Imaging System

System
Transducer Model:
510(k} Number(s)

35C20EA

Clinical Application

Mede of Operation

M | PWD

cwD

Color
Doppler

Amplitude
Doppler

Combined

(specify) Other (specify)

Ophthalmic

Fetal

lAbdominal

P Note 2

Intraoperative (specify)*

Intraoperative (Neuro)}

Laparoscopic

Pediatric

P Note 2

||Small organ(specify)**

conatal Cephalic

IAdult Cephalic

[Trans-rectal

[Trans-vaginal

[Trans-urethral

Trans-csoph.(non-Card.)

Musculo-skeletal Conventional

P Note 2

"Musculo-skelelal Superficial

"Inl.rnvnscu]ar

([Cardiac Adun

P Note 2

"Cnrdiac Pediatric

Intravascular (Cardiac)

Trans-esoph.(Cardiac)

Intra-Cardiac

||Pcr'rphcrn| Vascular

P Note 2

"Other (specify)***

N=new indicalion; P=previcusly clcared by FDA; E=edded under Appendix E

Additional comments:Combined modes: B+M.

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

**Other use includes Urology.

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

Note 2: 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)
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Diagnostic Ultrasound Indications for Use Form
System DP-30 Digital Ulirasonic Diagnostic Imaging System

Transducer Model: 3ISC50EA
510(k) Number(s)

Mode of Operation

lCIinic-al Application Color

B M | PWD | CWD Doppler

Amplitude
Doppler

Combined
(specify)

Other (specify)

(Ophthalmic

Fetal P P

Notet, Note 2

lAbdominal P P

Notel, Note 2

Intraoperative (speerfy)*

Intraoperative (Neuro)

Laparoscopic

tli’cdiatrlc P p

Notel, Note 2

IISmIl organ{specify)**

INconatal Cephatic

JAdult Cephalic

[Trans-rectal

Trans-vaginal

[Trans-urcthral

Trans-esoph.(non-Card.)

Musculo-skeletal Conventional P P

Notel, Note 2

Musculo-skeletal Superficial

Hl ntravascular

IICardiac Adult

|lCardiac Pediatric

“intravascular {Cardiac)

|[Tmns-csuph.(Cnrdiac}

"lmm—Card iac

”Pcriphcml Vascular

"Ot.her (specify)*?* P P

Notel, Note 2

N=new indication; P=previousty clcared by FDA; E=udded under Appendix E

Additienal comments:Combined modes; B+M.

*Small ocgan-breast. thyroid, tesies, ete.

*“*Other use includes Urology.

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

Nole 2: 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)
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Diagnostic Ultrasound Indications for Use Form
System DP- 30 Digital Ultrasonic Diagnoslic Imaging System
Transducer Model: 65C1SEA
510(k) Number(s)

Made of Operation

linical Application i j
PP B M | pwp | cwp Color | Amplitude Comb.med
Doppler | Doppler | {specify)
[lophihatmic

“F:ml

[[Abdominal Pl P Note 2
IIlntraoperative (specify)*
"In!taoperativc (Neurp)

Other (spcc'ify)

”Laparosoopic
Pediatric P P P Naote 2
ISmail organ(specify)**
Neonatal Cephalic p P P Note 2
IAdull Cephalic P P P Note 2
[Trans-rectal

[Trans-vaginal

[Trans-urethral

[Trans-esoph {non-Card.)
Musculp-skeletal Conventional P P P Note 2
||Musculu-skcletal Superficial

|Fnuavnscular
|lcardiac Adutt
Cardiac Pediatric P P P Note 2
Intravascular {Cardiac)
[Trans-esoph.(Cardiac)
Intra-Cardiac
||Pcn'phcml Vascular P P P Note 2
“Olhcr (specify)***
N=ncw indication. P=previously cleared by FDA: E=added under Appendix E
Additional comments:Combined modes: B+M.

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

**Other use includes Urology.

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

Nole 2: Biopsy Guidance
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation{QDE)

Prescription USE (Per 21 CFR 801.109)

QOs-12



Diagnostic Ultrasound Indications for Use Form
System DP-30 Digital Ultrasonic Diagnostic Imaging Sysiem
Transducer Model: 65ECI10EA
510{k) Number(s}

Mode of Operation

Clinical Application - -
PP B M | pwD | cwD Color | Amplitude | Combined

Doppter | Doppler | (specify)

Other (specify)

Ophthalmic
[Fetal P p P Note 2
(labdominal
Ilmmopcmlive (specify)* *
Ilnlraopcmlivc (Neuro)
Laparoscopic

Pediatric

Small organ(specify)**
Neonatal Cephalic P P P Nole 2
lAdult Cephalic
[Trans-rectal P | P Note 2
[Trans-vaginal P P p Note 2
[Trans-urethral
[Frans-esoph.(ron-Card.)

Musculo-skeletal Conventional

Musculo-skeletal Superficial

Entravascular

Cardiac Adul

Cardiac Pediatric
Intravascular (Cardiac)
[Trans-¢soph.{ Cardiac)

Intra-Cardiac

Peripheral Vascular

Other (specify)®*** P P P Note 2
N=new indication; P=previously cleared by FDA; E=edded under Appendix E ’
Additional comments:Combined modes: B+M.

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

**Qther use includes Urology.

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

Note 2: 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)
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Diagnostic Ultrasound Indications for Use Form
DP-30 Digital Uljrasonic Diagnostic Imaging System

System
Transducer Model:
510(k} Number(s)

75LI8EA

linical Application

Mode of Operation

M | PWD

CcwD

Calor
Doppler

Amplitude
Doppler

Combined
(specify)

Qther (specify)

"Ophl.hal mic

“Fctal

"Abdominnl

Note 2

"lntraopemlive (specify)®

||In:mopcrnlivc {Neurg)

“Laparoscopic

Pediatric

Nole 2

[Smalt organ{specify)**

-

Note 2

Neonatal Cephalic

Note 2

[Adult Cephalic

[Trans-rectal

[Trans-vaginal

[Trang-urethral

[Trans-esoph.{non-Card.)

Musculo-skeletal Conventional

Note 2

"Muscuiu—skclclal Superficial

Note 2

[ntravascular

Cardiac Adull

(Cardiac Pediatric

Intravasculor (Cardiac)

[Trans-esoph.(Cardiac)

[ntra-Cardiac

Peripheral Vascular

Note 2

Other (specify)***

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

Additional comments:Combined modes: B+M.

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

***Other use includes Urology.

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

Note 2: Biopsy Guidance

(PLEASE DO NOT WRITE BELOW TH!S LINE-CONTINUE ON ANOTHER PAGE IF NEEDED}

Concurrence of CDRH, Office of Device Evaluation{(QDE})

Prescription USE (Per 21 CFR 801,109)

008-1<



Diagnostic Ultrasound Indications for Use Form
System DP-30 Digilal Ultrasonic Diagnostic Imaging System
Transducer Model: 75L53EA
510(k) Number(s)

Mode of Operation
linical Application Color { Amplitude | Combined
Wi
. B M | PWD | CWD Doppler | Doppler | (specify)
[[ophthalmic

"Felal
]IAbdomina] P P P Note 2
ilmoperalive (specify)*

“Inlraopcmlive (Neuro)

Other (specify)

"anaroscopic
Pediatric P P P Note 2
[Small organ{specify)** P P Note 2
[Nconatal Cephalic P P P Note 2
|Adul Cephalic
[Trans-rectal

-

[Trans-veginal

[Trans-urethral

[Trans-esoph.(non-Card.)
Musculo-skeletal Conventiona! P P P Nolc 2
[Muscuto-skeletal Superficial P P P Noie 2
"lmravascula:
f[Cardiae Adult
Cardiac Pediatric

Intravascular (Cardiac)

[Trans-esoph.(Cardiac)

Intra-Cardiac
Peripheral Vascular P P . P . Note 2
Other (specify)***
N=new indication; P=previously cleared by FDA; E=added under Appendix E
Additional comments:Combined modes: B+M.

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

**Other use includes Urology.

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

Note 2: Biopsy Guidance
{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation(QDE)

Prescription USE (Per 2) CFR 801.109)
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Diagnostic Ultrasound Indications for Use Form

System DP-30 Digital Uhrasenic Diagnostic Imaging System
Transducer Model: 10L24EA
510(k) Number(s)

Mode of Operation .
Clinical Application Color | Amplitude | Combined

B M | PWD | CWD Other (specify)

Doppler | Doppler | (specify)

phthalmic
Felal
IAbdominal
intraoperative (specify}*
Waoperalive (Neuro)
Laparoscopic
Pediatric
[Small organ(specify)** P P P Note 2
[Neonata) Cephalic
IAdult Cephalic
 Trans-rectal

[Trans-vaginal

[Trans-urethral

[Trans-esoph.(non-Card.) .
Musculo-skeletal Conventional P P P Note 2
Musculo-skeletal Superficial P P P Note 2
Intravascular

Cardiac Adult

Cardiac Pediatric
Intravascular (Cardiac)
[Trans-csoph {Cardiac)

Intra-Cardiac
|[Peripheral Vasculor P P P Note 2
“01her {specify)***

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

Additional comments:Combincd modes: B+M.

*Small orgon-breast, thyroid, testes, elc.
**Other use includes Urology.
Note 1: Tissue Harmonie Imaging. The feature does not use contrast agents.
Note 2: 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)

008-16



