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510(K) SUMMARY

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

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 5334
Fax: +86 755 2658 2680

Contact Person:

Tan Zhifeng

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: Nov 22, 2013

2. Device Name: DC-N3 DC-N3S Diagnostic Ultrasound System

Classification

Regulatory Class: il

Review Category: Tier I1

21 CFR 892.1550 Ultrasonic Pulsed Doppler Imaging System (I1YN)
21 CFR 892.1560 Ultrasonic Pulsed Echo Imaging System (1YO)

21 CFR 892.1570 Diagnostic Ultrasound Transducer (1TX)

3. Device Description:

DC-N3/DC-N3S Diagnostic Ultrasound System is a general purpose, mobile. sofiware
controiled, ultrasound diagnostic system. Its function is to acquire and display vltrasound
images in B-Mode. M-Mode, PW-Mode, CW-Mode, Color-Mode, Color M-Mode, Free
Xros M-Mode, Free Xros CM, Power/Dirpower Mode, TDI Mode, 3D/4D Mode,
iScape Mode or the combined mode (i.e. B/M-Mode). This system is a Track 3 device
. Page | of 4
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that employs an array of probes that include linear array, convex array and phased array
with a frequency range of approximately 2.5 MHz 10 10.0 MHz.

4. Intended Use:

The DC-N3/DC-N3S Diagnostic Ultrasound System is applicable for adult, pregnant
woman, pediatric and neonate. It is intended for use in fetal, abdominal, pediatric, small
organ(breast, thyroid, testes.), cephalic (neonatal and adult), trans-rectal, trans-vaginal,
musculo-skeletal {conventional and superficial}, cardiac (adult and pediatric), peripheral
vascular and urology exams.

5. Summary of Modifications and Newly Added Features

This submission device is a modification to DC-N3/DC-N3S Diagnostic Ultrasound
System previously cleared in K123503.
The following is a brief overview of the modifications and newly added features.
Detailed information is found in 006_Device Description of this submission, while
section (009 _Comparison to Legally Marketed Device includes a discussion of
substantial equivalence with the predicate device(s).
B Newly added transducers

CB10-4

P7-3

L.14-6N

TLS

L7-3

CW5s
B Newly added needle-guided brackets

NGB-020
B Newly added software options

Smart NT

Smart Bladder
W Other software modifications

Add iScape in Power mode

Add Smart AC
W Newly added calculation formulas

Trace

Spline
All of the above modifications and newly added features have been compared with the
predicate devices. The results show that these modifications and newly added features are
substantially equivalent to the predicate devices.
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6. Comparison with Predicate Devices:

DC-N3/DC-N38 Diagnostic Ultrasound System is comparable with and substantially
equivalent to these predicate devices:
Pred.lcate Manufacturer Model 310(k)
Device Number
DC-N3/DC-N38§

l Mindray (Main  predicate K123503

device)
2 Mindray DC-7 K 103583
3 Mindray DC-Té K 120699
4 GE Voluson E§ K101236

DC-N3/DC-N3S Diagnostic Ultrasound System employs the same technology as the
predicate devices. All systems transmit ultrasonic energy into patients, then perform post
processing of received echoes lo generate onscreen display of anatomic structures and
fluid flow within the body. All systems allow for specialized measurements of structures
and flow, and calculations. The subject device also has the same intended uses and basic
operating modes as the predicate devices.

7. Non-clinical Tests:

DC-N3/DC-N38 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.

Non-clinical tests relied on in this premarket notification submission for a determination of

substantial equivalence include testing showing compliance with the following standards:

B AAMI/ANSIE ES60601-1: Medical electrical equipment - Part 1: General
requirements for basic safety and essential performance

B [EC60601-1-2: Medical electrical equipment - Part 1-2: General requirements for
basic safety and essential performance - Collateral standard: Electromagnetic
compatibility - Requirements and tests

B [EC 60601-2-37: Medical electrical equipment - Part 2-37: Particular requirements
for the basic safety and essential performance of ultrasonic medical diagnostic and
monitoring equipment

8 |EC 62304: Medical device software - Software life cycle processes

B |EC 62366: Medical devices - Application of usability engineering to medical
devices

M [SOI4971: Medical devices - Application of risk management to medical devices

B UD 2: Acoustic Output Measurement Standard for Diagnostic Ultrasound Equipment
Revision 3

B UD 3: Standard for Real Time Display of Thermal and Mechanical Acoustic Output

Page 3 of 4
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YQUISE
Indices on Diagnostic Ultrasound Equipment

® IS0 10993-1: Biological evaluation of medical devices -- Part 1: Evaluation and
testing within a risk management process

8. Clinical Tests:

Not Applicable.

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 1SO 13485 quality systems. The device conforms to applicable medical device
safety standards. Therefore, the DC-N3/DC-N38 Diagnostic Ultrasound System is
substantially equivalent with respect to safety and effectiveness to devices currently
cleared for market.

Page 4 of 4
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2 -/ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Lalty
Ela du,

Food and Drug Administration
('"a,.l Z 10903 New Hampshire Avenue
*riin ' Document Control Center - WO66-G609

Silver Spring, MD 20993-0002
February 19, 2014

Shenzhen Mindray Bio-Medical Electronics Co., Lid.
% Mr. Mark Job

Responsible Third Party Official

Regulatory Technology Services LLC

1394 25" Street NW

BUFFALO MN 55313

Re: K140030
Trade/Device Name: DC-N3/DC-N3S Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: TYN,IYO, ITX
Dated: February 4, 2014
Received: February 5, 2014

Dear Mr. Job:

We have reviewed your Section $10(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 DC-N3/DC-N3S Diagnostic Ultrasound System, as described in your premarket

notification:

Transducer Model Number

3C5A 6C2 V10-4
v10-4B 7L4A 1.12-4
L14-6 2P2 De6-2
D6-2A 6CV1 715
L7-3 L14-6N P7-3

CB10-4 CW3s



Page 2—Mr. Mark Job

If your device is classified (see above) into either class I (Special Controls) or class III (PMA),
it may be subject 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); medical 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 labeting 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

http://www. fda.gov/Medical Devices/ResourcesforY ou/Industrv/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
http://www.fda.cov/MedicalDevices/Safetv/ReportaProblem/default.htm 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:/Awww. fda.cov/Medical Devices/ResourcesforYou/Industrv/default.htim.

Sincerely yours,

o h}y

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

and Radiological Health
Center for Devices and Radiological Health

for

Enclosure



DEPARTMENT COF HEALTH AND HUMAN SERVICES Form Approved: GMB No. 0910-0120
Food and Drug Administration Expiration Date: January 31, 2017

Indications for Use See PRA Statement on last page.

510(k) Number (if known)
K140030

Device Name
The DC-N3/ DC-N3S Diagnostic Ultrasound System

Indications for Use {Describe}
The DC-N3,DC-N3S Diagnostic Ultrasound System is applicable for adult, pregnant woman, pediatric and neonate. It is intended for

use in fetal, abdominal, pediatric, small organ(breast, thyroid, testes.), cephalic (neonatal and adult), trans-rectal, trans-vaginal,
musculo-skeletal (conventional and supertficial), cardiac (adult and pediatric), peripheral vascular and urology exams.

Type of Use (Select one or both, as applicable)
Prescription Use (Part 21 CFR 801 Subpart D) [} Over-The-Counter Use (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE — CONTINUE ON A SEPARATE PAGE IF NEEDED.

FOR FDA USE ONLY
Concurrence of Center for Devices and Radiological Health (CDRH}) (Signature}

ﬁn@ﬁ o
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This section applies only to requirements of the Paperwork Reduclion Act of 1895.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMALIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services

Food and Drug Administration

Office of Chief Information Officer

Paperwork Reduction Act {(PRA) Staff

PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required fo respond fo, a coftection of
information unless it displays a currently valid OMB number.”

Page 2 of 20 2-2
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Mindray Co., Ltd.- DC-N3/DC-N3S Diagnostic Ultrasound System

Diagnostic Ultrasound Indications For Use Format

DC-NI/DC-N3S Diagnostic Ultrasound Sysiem

Transducer: N/A
510(k) Number: K140030
Intended Use:

System:

Diagnostic uitrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation
Ic'g’:lf:)' (Track Noperific (Track | & 3) B | M |pwplcwp Di‘:;;r "S’O";:::E ?:;S:?:)d Other {specify)
Ophthalimic Ophibalmic
Fctal P P P P -P P Note 1, 2.3, 4.0.7
Abdominal P P P P P P B Notw 1, 2, 3,4,5.6,7
Intra-operative (Specify™)
Intra-operative (Neuro}
Lapuroscopic
Pediatric Pl P P P P P P Note 1, 2,4,5,6,7
Small Organ (Specify**) P| P P P P P Note 1,2, 4,6,7
Fetal bmaging &|Neonatat Cephalic PP P P P P P Note 1, 2,4,5.6,7
Other Adult Cephalic ple| P P P P P Note 1, 2,4,5,6,7
Trans-rectal P| P P p P P Note ,2,4,6,7
Trans-vaginal PP P P p P Note 1,2,4,6,7
Trans-urethral
Trans-esoph. {non-Card.)
Musculo-skeletal (Conventional}) | P | P P P P P . Note 1, 2,4.6.7
Musculo-skeletal (Superficial) P| P P P P Note 1, 2, 4,6.7
Intravascular
Cardiac Adult P P P P P P Note 1. 2.4.5.6.7
Cardiac Pediatric P P P P P P Note 1, 2.4,5.6,7
Cardiac Intravascular (Cardiac)
Trans-esoph. (Cardiac) Pl P P P P P P Note |, 2,4,5.6
Intra-cardiac
Peripheral Peripheral vessel P P P P P P P Note 1,2,4,6,7
vessel Other (Specify***) PP P P P p Note 1, 2, 4,67

N=new indication;: P=previously cleared by FDA-(K123503, K103583):

E=added under Appendix E

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

*Intraoperative inchudes abdominal. thoracic, and vascular.

**Small argan-breasi, thyroid. testes.

+**Other use includes Urology.

Noie |: Tissue Harmonic Emaging.

Noie 2: Smart3D

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

Note 4: iScape

Note 5: TDI

Note 6: Color M

Note 7: Biopsy Guidance

{PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOT

HER PAGE NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological

Health {OIR)

Page 3 of 2
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Mindray Co., Ltd.- DC-N3/DC-N3S Diagnostic Ulirasound Systen:

System:
Transducer:
510(k) Number;

Intended Use:

DC-N3/DC-N38 Diagnostic Ultrasound System

JC5A
K 140030

Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

General (Track
1 Only}

Specific (Track | & 3)

Color

WD | CWD
F ¢ Doppler

Doppler

Amplitude

Combined
{specify)

Other (specify)

Ophthalmic

QOphthalmic

Fetal Imaging &
Qther

Fetal

Note ¥, 2,4.6,7

Abdominal

Note 1,2,4,6,7

Intra-operative {Specify*)

Intra-operative {Neuro)

Laparoscopic

Pediatric

Note 1, 2,4.6,7

Small Organ (Specify**)

Neonatal Cephalic

Note 1,2,4,6,7

Adult Cephalic

Trans-rectal

Trans-vaginal

‘Trans-urcthral

Trans-esoph. (non-Card.)

Museculo-skeletal (Conventional)

Note 1.2,4,6.7

Musculo-skeletal (Superficial)

Intravascular

Cardiac

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. {Cardiac)

Intra-cardiac

Peripheral
vessel

Peripheral vessel

Note 1, 2, 4,6,7

Other (Specify™**)

N=new mdication: P=previously cteared by FDA-(K123503):

E=added under Appendix E

Additienal comments: Combined modes—B+M. PW+B. Color + B. Power+ B. PW +Color+ B. Power + PW +B.

*Intraoperative includes abdominal, thoracic, and vaseular.

**Small organ-breast, thyroid, testes.

***Qther use includes Urology.

Note

]: Tissue Harmonic Imaging.

Note

2: Smant3D

Note

3 AD{Real-time 3D)

Note

4: iScape

Note

5: TDI

Note

6: Cotor M

Note

7: Biopsy Guidance

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

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)

Page 4 of 20
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Mindray Co., Lid.- DC-N3/DC-N35 Diagnostic Ultrasound System

System:
Transducer:

510(k) Number:

DC-N3/DC-N3S Diagnostic Ultrasound System

6C2
K14003¢

Intended Use:  Diagnostic ultrasound imaging or fluid flow analysis of the human bady as follows:

Clinical Application

Maode of Operation

General (Track
I Only)

Specific (Yrack | & 3)

Color
Doppler

Amplitude

PWD | CWD
Doppler

Combined
(specify)

Other (specify)

Ophthalmic

Ophthalmic

Fetal

Abdominal

Note 1, 2, 4,6.7

Intra-operative (Specify*)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Note 1,2, 4,07

Small Organ (Specify™*)

jNeonatal Cephalic

Note 1,2,46.7

Fetal Imaging &
Other

Adult Cephalic

Note 1,2,4,6,7

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Muscuto-skcletal (Conventional)

Note 1, 2,4,6.7

Musculo-skeletal (Superficial)

Note I, 2,4,6,7

Intravascular

Cardiac

Cardiac Adult

Note 1, 2, 4,6,7

Cardiac Pediatric

Nete 1. 2, 46,7

Intravascular (Cardiac)

Trans-¢soph. (Cardiac)

Insra-cardiac

Peripheral
vessel

Peripheral vessel

Note 1,2,4,6.7

Other (Specify***)

N=new indication: P=previously cleared by FDA-(K123503):

E=added under Appendix E

Additional comments: Combined modes-—-B+M. PW+B. Color+ B. Pewer+ B. PW +Color+ B. Power + PW +B.

*[ntracperative includes abdominal, thoraeic, and vascular.

**Small organ-breast. thyroid, testes.

***Other use includes Urology.

Note

1: Tissue Harmoni¢ Imaging.

Note

2: Smarnt3D

Note

3: AI{Real-time 3D)

Note

4: iScape

Note

5: TDI

Note

6: Color M

Note

7: Biopsy Guidance

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

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (O1R)
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Mindray Co., Ltd.- DC-N3/DC-N3S Diagnostic Ultrasound System

System:

Transducer:

DC-NI/DC-N3S Diagnostic Ultrasound System
V10-4

510(k) Number: K14003()

Intended Use:  Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Applicaticn Mode of Operation
Generzl (Track ) Color Amplijude | Combined ,
B { MJIPWD|CWD . Othy fy
I Only) Specific (Track | & 3) Doppicr | Doppler | (specify) er (specify})
Ophthalmic Ophthalmic
Fetal - Py P P P P P Note 1, 2,4,6.7
Abdominat

Intra-operative {Specify*}

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ (Specify**)

Fetal Imaging & Neonatal Cephalic

Othcr Adult Cephatic
Trans-rectal P|P P P P P Note 1, 2, 4,6,7
Trans-vaginal PP P P P Note 1, 2,4,6,7

Trans-urcthral

Trans-esoph. (non-Card.}

Musculo-skclctal {Conventional)

Muscula-skeletal (Superficial)

Intravascular

Cardiac Adult

Cardiac Pediatric

Cardiac Intravascular {Cardiac)

Trans-esoph. (Cardiac)

[ntra-cardiac

Peripheral Peripheral vessel

vesscl Other (Specify***) PP P P p P

Note 1. 2,4.6.7

N=new indication; P=previously cleared by FDAL(K123503); E=added under Appendix E

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

*[ntraoperative includes abdominal, thoracic, and vascular.

**Small organ-breast, thyroid, testes.

***Other use includes Urology.

Note 1: Tissue Hanmonic lmaging.

Note 2: Smart3D

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

Note 4: iScape

Note 5: TDI

Note 6: Color M

Note 7: Biopsy Guidance

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

Concurrence of CDRH, Office of In Yitro Diagnostics and Radiological Health (OIR)

Page 6 of 20
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Mindray Co.. Ltd.- DC-N3/DC-N3S Diagnostic Ultrasound System

System:
Transducer:

510{k) Number:

Intended Use:

DC-N3/DC-N38 Diagnostic Ultrasound System

V10-4B
K 140030

Diagnostic ultrasound imaging or fluid flow analysis of the human bady as follows:

Clinical Applica

tion

Mode of Operation

General {Track
1 Only)

Specific (Track 1 & 3)

Combined
{specify)

Color
Doppler

Amplinde

PWD Doppler

CWD

Other (specify)

Ophthalmic

{Ophthalmic

Fetal Imaging &
Other

Fetal

Pote 1. 2.4.6.7

Abdominal

Intra-operative (Specify*)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ (Specify**)

Neonatal Cephalic

Adult Cephalic

‘Trans-rectal

Note 1, 2,4,6,7

Trans-vaginal

Note 1, 2, 4,67

Trans-urethral

Trans-esoph, (non-Card.)

Musculo-skeletal (Conventional)

Musculo-skeletal (Superficial)

[ntravascular

[Cardiac

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. {Cardiac)

Entra-cardiac.

Peripheral
vessel

Peripheral vessel

Other (Speeify***)

p(pr] P P ? P

Note 1, 2, 46,7

N=new indications P=previcusly cleared by FDA-(K123503):

E=added under Appendix E

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

Power + PW +B.

*Intraoperative includes abdominal, thoracic, and vascular,

**Small organ-breast. thyroid, testes.

*#+(Other usce includes Urology.

Note

1: Tissue Harmonic Imaging.

Note

2: SmantiD

Note

1: 4D(Real-time 31)

Note

4; iScape

Note

5: TDI

Nate

6: Calor M

Note

7: Biopsy Guidance

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

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)
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Mindray Co., Ltd.- DC-N3/DC-N3S Diagnostic Ultrasound System

System:
Transducer:
510(k) Number:
Intended Use:

DC-N3/DC-N3S Diagnostic Ultrasound System

TL4A
K 140030

Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Applica

tion

Mode of Operation

General (Track
1 Only)

Specific (Track 1 & 3}

WD

CwWD

Coler
Doppler

Amplitude
Doppler

Combined
(specify)

Other {specify)

Ophthalmic

(phthalmic

Fetal Imaging &
Other

Fetal

Abdominal

Note 1.2, 4.6.7

Intra-operative (Specify*)

Inira-operative {Neuro)

Laparoscopic

Pediatric

Note 1,2,4.6.7

Smalt Organ (Specify**)

Note 1,2,4.6.7

Neonatal Cephalic

Note 1,2,4,6,7

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal (Conventional)

Notc 1,2,4.6,7

Musculo-skeletal (Superficial}

Note 1,2, 4.6.7

Intravascular

Cardiac

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. {Cardiac}

Intra-cardiac

Peripheral
vessed

IPcripheral vessel

Note 1,2, 4,6.7

IOlhcr (Specify***)

N=new indication; P=previously clearcd by FDA-{(K123503):

E=added under Appendix E

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

*Intraoperative includes abdominal. theracic, and vascular.

**Small organ-breast, thyroid. testes.

***=Other use includes Urology.

Note

|: Tissue Harmonic Imaging.

MNote

2: Smart3D

Mote

3: 4D(Real-time 3D)

Note

4: iScape

Note

5: TDI

Note

6: Color M

Note

7: Biopsy Guidance

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

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health {OIR}

Page 8 of 20
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Mindray Co., Ltd.- DC-N3/DC-N38 Diagnostic Ultrasound System

System:
Transducer:

510(k) Number:
Intended Use:

DC-N3/DC-N3S Diagnostic Ultrasound System

Liz4
K§40030

Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

General {Track
1 Only)

Specific (Track 1 & 3)

Color

B | M |PWD]{CWD
Doppler

Amplitude
Doppler

Combined
specify)

Other (specify)

Ophthalmic

Ophthalmic

Fetal Imaging &
Other

Fetal

Abdominal

Note 1,2, 4,67

Intra-operative (Specify*)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Note 1,2, 4,6.7

Small Organ (Specify**)

Note 1.2, 4,6.7

Neonatal Cephalic

Note 1,2,4.6.7

Adull Cephalic . -

'Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.}

Musculo-skeletal {(Conventional)

Note 1,2, 4,6.7

Musculo-skeletal (Superficial)

Note 1,2, 4,6,7

Intravascular

Cardiac

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-csoph. (Cardiac)

Intra-cardiac

Peripheral
vessel

Peripheral vessel

Note 1,2, 4.6,7

Other (Specify***)

N=new indication: P=previously cleared by FDA-(K123503}:

E=added under Appendix E

Additional comments: Combined modes—B+M.

PW+B. Color+ B. Power+ B, PW +Color+ B, Power + PW +B.

*Intraoperative includes abdominal, thoracic, and vascular.

**Small organ-breast, thyroid, testes.

***(Mher use includes Urology.

Note 1; Tissue Harmonic Imaging.

Note 2: Smart3D

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

Note 4: iScape

Note 5: TDI

Note 6: Cotor M

Nate 7: Biopsy Guidance

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

Ceoncurrence of CDRH, Office of In Yitro Diagnostics and Radiclogical Health {O1R)
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Mindray Co., Ltd.- DC-N3/DX-N38 Diagnostic Ultrasound System

System:
Transducer:
510(k) Number;
Intended Use:

DC-N3/DC-N3S Diagnostic Ultrasound System

Ll4-6
K140030

Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Applica

tion

Mode of Operation

General (Track
| Only)

Specific {Track 1 & 3)

Color

PWD[CWD | o er

Doppler

Amplitude

Combined
(specify)

Other (specify)

Ophthalmic

Ophthalmic

Fetal Imaging &
Other

Fetal

Abdominal

Notc 1,2, 4,67

Intra-operative {Specify*)

lntra-operative (Neuro)

Laparoscopic

Pediatric

Note 1.2.4.6.7

Small Organ {Specify® ™}

Note 1.2,4,6,7

Nconatal Cephalic

Note 1,2, 4.6.7

Adult Cephaiic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

|Musculo-ske1etal (Conventional)

Note 1,2,4,6,7

IMusculo-skclctal (Superficial)

Note 1,2, 4.6,7

Intravascular

Cardiac

Cardiac Adult

Cardiac Pediatric

Intravascular {Cardiac)

Trans-esoph. {Cardiac)

Intra-cardiac

Peripheral
vessel

Peripheral vessel

Note 1,2,4.6.7

Other (Specify*™*)

N=new indication: P=previously cleared by FDA-(K123303);

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.

**Small organ-breast, thyroid, testes.

***Qther usc inciudes Urclogy.

Note

1: Tissue Harmonic Imaging.

Note

2: Sman3D

Note

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

Note

4: iScape

Note5: TDI

Note

G Color M

Note

7. Biopsy Guidance

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

Concurrence of CDRH, Office of In Vitre Diagnostics and Radiological Health (OIR)

Page 10 of 20

2-10



Mindray Co., Lid.- DC-N3/DC-N38 Diagnostic Ulirasound System

System: DC-N3/DC-N38 Diagnostic Ultrasourd System

Transducer: 2P2
510(k) Number: K140030

Intended Use;  Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

[Clinical Application

Made of Operation

lGencral (Track
i Only}

Specific (Track 1 & 3)

PWD

CwD

Color | Amplitude [ Combined
Doppler | Doppler | (specify)

Other (specify)

Ophthalmic Ophthalmic

Fetal

Abdominal

Note 1. 2,4,5.6,7

Intra-operative {Specify*)

Intra-ocperative {(Neuro)

|Laparoscopic

IPedimric

Note 1, 2,4,5.6.7

ISmaH Organ (Specify**)

Fetal Imaging &[Neonatat Cephalic

Note },2,.4.6,7

Other Adult Cephalic

Note 1,2.4.5.6.7

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

[Musculo-skeletal (Conventional)

IMuscqu-skeletal (Superficial)

Ilmrava.scular

ICardiac Adult

Note 1, 2,4,5,6,7

ICardiac Pediatric

Note 1,2,4,5.6,7

Cardiac Ilntrava.scular {Cardiac)

[Trans-esoph. (Cardiac)

|lmra-cardiac

Peripheral IPeripheral vessel

vessel JOther {Specify***)

N=new indication; P=previously ¢leared by FDA-(K123503);

E=added under Appendix E

Additional commenis: Combined modes-—-B+M. PW+B. Color+ B. Power+ B. PW +Color+ B. Power + PW 4B,

*Intraoperative includes abdominal. thoracic, and vascular.

**Small organ-breast. thyroid, testes.

*+*Other use includes Urology.

Note |: Tissue Harmomc Imaging.

Note 2: Sman3D

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

Note 4: iScape

Note 5: TDI

Note 6: Color M

Note 7: Biopsy Guidance

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

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)
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Mindray Co.. Lid.- DC-N3/DC-N38 Diagnostic Ultrasound System

System: DC-N3/DC-N38 Diagnostic Ultrasound System

Transducer: Dg-2

510(k) Number: K140030

Intended Use:  Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation
General (Track Specific (Track | & 3) 8| M lrPwD|cwD Color  [Amplitude Comblined Other (specify)
1 Only) Doppler | _Boppler | {specify)
Ophthalmic Ophthalmic
Fetal PP P P P P Notel,2, 3. 4.6
Abdominal Pl P P p P Notel,2, 3, 4.6

Intra-operative (Specify*)

Intra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ {Spccify**)

Fetal Imaging & [Neonatal Cephalic

Other Adult Cephalic

Trans-rectal .

Trans-vaginal

Trans-urethral

Trans-esoph. {non-Card.)

Musculo-skeletal (Conventional)

Musculo-skeletal (Superficial)

Intravascular

Cardiac Adult

Cardiac Pediatric

Cardiac Intravascular (Cardiac)

Trans-esoph. {Cardiac)

JIntra-cardiac

Pertpheral IPcriphr:ml vessel

vessel [Other {Specify***)

N=new indication; P=previously cleared by FDA-(K123503): E=added under Appendix E

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

*Intraoperative includes abdominal, thoracic, and vascular.

**Small organ-breast, thyroid. testes.

***Other use includes Urulogy.

Note |: Tissue Harmonic [maging.

Note 2: Smart3l}

Note 3: 4D(Real-time 30}

Note 4: iScape

Note 5: TDI

Note 6: Color M

Note 7: Biopsy Guidance

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

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiolegical Health (OIR)
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Mindray Co., lad.- DC-N3/DC-N38 Diagnostic Ultrascund System

DC-N3IDC-NJS Diagnaostic Ultrasound System
Transducer: D6-2A

310{k) Number: K 140030

Intended Use:

System:

Driagnostic Uttrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application

Mode of Operation

General (Track . Color |Amplitude | Combined \
1 Only) Specific (Track 1 & 3) B {M|PWD|CWD Doppler | Doppler | (specify) Other (specify})
Ophthalmic Ophthalmic
Fetal P| P P P P P Notel,2, 3, 4.6
Abdominal Pl P r P P P Notel,2. 3. 4.6

Intra-operative (Specify*)

[ntra-operative (Neuro)

Laparoscopic

Pediatric

Small Organ (Specify**)

Fetal Imaging &|Neonatal Cephalic

Other Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urcthral

Trans-csoph. (non-Card.)

Musculo-skeletal {Conventional)

Musculo-skeletal {Superficial)

Intravascular

Cardiac Adult

Cardiac Pediatric

Cardiac Inteavascular (Caediac) ©

Trans-csoph. (Cardiac)

Inkra-cardiac

Peripheral Peripheral vessel

vessel

Other (Specify***)

N=new indication; P=previously cleared by FDA-(K123503): E=added under Appendix E

Additional comments:

Combined modes--B+M., PW+B. Color+ B. Power+ B. PW +Color+ B, Power + PW +B.,

*Intragpenative includes abdominal, thoracic, and vascular.

**Small organ-breast, thyroid, testes.

**+Other use includes Urology.

Note |: Tissue Harmonic Imaging.

Notc 2: Smart3D

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

Note 4: iScape

Note 5: TDI

Note 6: Color M

Note 7: Biopsy Guidance

(PLEASE 0O NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE NEEDED)

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health {OIR)
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Mindray Co., Lid.- DC-N3/DC-N38S Diagnostic Ultrasound System

System:
Transducer:
510(k) Number:

Ieended Use:

DC-N3/DC-N3S Diagnostic Ultrasound System

6CVI
K140030

Diagnostic Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Applica

lion

Mode of Operation

General (Track
1 Only)

Specific (Track | & 3)

Color

W
PWD Coppler

CwWD

Amplitude
Doppler

Combined
(specify}

Other (specify)

Ophthalmic

Ophthalmic

Fesal Imaging &
Other

Feial

Notel,2.4.6.7

Abdominal

[ntra-operative (Specify*)

Intra-operative (Neuro)

[Laparescopic

Pediatric

Small Organ (Specify**)

Neanatal Cephalic

Adukt Cephalic

Trans-reclal

Notel.2.4.67

Trans-vaginal

Notel,2.4.6,7

Trans-urcthral

Trans-csoph. {non-Card.)

JMusculo-skeletal (Conventional)

[Musculo-sketenal (Superficial)

Intravascular

Cardiac

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac}

Trans-esoph, (Cardiac)

Intra-cardiac

Peripheral
vessel

Peripheral vessel

Other (Specify***)

NN P

P

Notel,2, 4.6,7

N=new indication: P=previously ¢leared by FDA-(K123503);

E=added under Appendix E

Additional comments:

Combined modes—-B+M. PW+B. Color + B. Power+ B. PW +Color+ B.

Power + PW +B.

*Intrapperative includes abdominal. thoracic, and vascular,

**Small prgan-breast, thyroid, testes.

***(Hher vse includes Urology.

Note I: Tissue Hammonic Imaging.

Note

2: Sman3D

Nuote

3: 4D(Real-time 3D)

Note

4: i5cape

Note

5: TDI

Note

6: Color M

Note

7: Biopsy Guidance

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

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)
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Mindray Co.. Lid.- DC-N3/DC-N38 Diagnostic Ultrasound System

System: DC-N3/DC-N3S Diagnostic Ultrasound System
Transducer: 7L5
510(k) Number: K140030

Intended Use:  Diagnostic Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation
Generat (Track . . Color | Amplitude | Combined .
S fic (Track 1 & 3 PWD [ CW . Oth fi
1 Only) pecific (Trac ! BM cwB Doppler | Doppler | (specify) 1 (specify)
Ophthalmic Ophthalmic
Fetal
Abdominal p P P P P P Note 1,2, 4,6,7

Intra-operative (Specify*)

Intra-operative (Neuro)

Laparoscopic

Pediatric PP P P [ P Note 1,2, 4,67

Smalt Organ (Specify**) Pl P P P P P Note 1,2, 4.6.7
Feta) Imaging & [Neonatal Cephalic Pl P P P P P Note 1,2, 4.6,7
Other Adult Cephalic

Trans-rectal

Trans-vaginal
Trans-urethrat
Trans-esoph. (ron-Card.)

Musculo-skeletal {Conventionat) | P P P P P P Note 1,2,4,6.7
Musculo-skelctal {Superficial) P|P P P P P Nowe 1,2,4.6.7
Intravascular
Cardiac Adult

Cardiac Pediatric

Cardiac Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac ~
Peripheral Peripheral vessel Pl P p P P p MNote 1,2, 4.6,7
vessel Other (Specify***)

=new indication; P=previously cleared by FDA-(K 103583): E=added under Appendix E
Additional comments: Combined modes—B+M., PW+B. Color + B. Power+ B. PW +Color+ B. Power + PW +B.
*Intraoperative includes abdominal, thoracic, and vascular

**Small organ-breast, thyroid, testes,

***Other use includes Urclogy.

Note 1: Tissue Harmonic Imaging. .
Note 2: Smart3D
Note 3: 4I}(Real-time 303)
Note 4: 1Scape
Nuie 5: TD1
Note 6: Color M
Nuoie 7: Biopsy Guidance
(PLEASE DO NOT WRITE BELLOW THIS LINE-CONTINUE ON ANOTHER PAGE NEEDED}

Concurrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)
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Mindray Co.. Ltd.- DC-N3/DC-N3S Diagnostic Ultrasound System

System:

DC-N3/DC-N38 Diagnostic Ultrasound System

Transducer: L7-3
510(k) Number: K140030

Iniended Use:  Diagnestic Ultrasound imaging or flutd flow analysis of the human body as follows:

Clinical Application Mode of Operation

1 Only)

General (Track Color | Amplitude | Combined

Specific (Track | & 3) B (M [PWD|CWD Other (specify)

Doppler | Doppler | (specify)

Ophthalmic Ophthalmic

Other

Fetal Imaging & [Neonatal Cephalic Pl P P P P P Note 1,2.4,6.7

lFelal
IAbdominaJ P P p P P P Note 1,2, 4,6,7
Ilmra-operative (Specify*) '
llmra—opcrati ve (Neuro}

|Laparoscopic
Pediatric . Pl P p P P P Note 1,2.4.6.7
Small Organ (Specify**) 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 1,2,4.6,7
Musculo-sketetal (Superficial) P P P P P P Note t,2,4.6.7
Intravascular

Cardiac

Cardiac Adult
Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

Peripheral
vessel

Periphera! vessel PP P P P P Note 1,2, 4,6,7
Other (Specify™**)

N=new indication: P=previously cleared by FDA-(K103583):; E=added under Appendix E

Adgitional comments: Combined modes—B+M. PW+B. Color + B, Power + B. PW +Colort B. Power + PW +B,

*[ntracperalive includes abdeminal, thoracic, and vascular

**Small prgan-breast, thyroid, testes,

**+(Onher use includes Urology.

Note |: Tissue Harmonic Imaging. .

Note 2: Smart3D

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

Note 4: i5cape

Note 5: TDI

Note b: Color M

Note 7: Biopsy Guidance

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

Concurrence of CDRH, Office of In Vitro Diagnosties and Radielogical Health (OIR)
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Mindray Co.. Ltd.- DC-N3/DC-N38 Diagnostic Ultrasound System

Systemn:
Transducer:
510(k} Number:
Intended Use:

DC-N3/DC-N3S Diagnostic Ultrasound System

L14-6N
K140030

Diagnostic Ultrasound imaging or fluid flow analysis of the human bedy as follows:

Clinical Application

Mode of Operation

General {Track
1 Only)

Specific (Track | & 3)

PWD

CWD

Color
Doppler

Amplitude
Doppler

Combined
(specify)

Other (specify)

Ophthalmic

Ophthalmic

Fetal Imaging &
Other

Fetal

Abdominal

Note |,2,4.6.7

Intra-operative (Specify*)

Intra-operative (Neura)

Laparoscopic

Pediatric

Note 1.2, 4,67

Small Organ (Specify**)

-

Note 1,2,4,6.7

Neonatal Cephalic

Note 1,2,4,6,7

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urcthral

Trans-csaph. {non-Card.)

Musculo-skeletal (Conventional}

Note 1.2,4,6,7

Musculo-skeletal (Superficial)

Note 1,2, 4.6.7

Iniravascular

Cardiac

Cardiac Adult

Cardiac Pediatric

llntravuscular {Cardiac)

l'['rans-esoph. (Cardiac)

Ilntra-cardiac

Peripheral
vessel

IPcripheral vessel

Note 1,2,4.6.7

IOthcr (Specify***)

N=new indication: P=previously clearcd by FDA-(K103583);

E=added under Appendix E

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

*Intraoperative inctudes abdominal, thoracic, and vascular

+*Small organ-breast, thyroid. testes,

***Other use includes Uralogy.

Note

1; Tissue Harmonic Imaging. .

Note

2: Smart3D

Nole

3:4D{Real-time 3D)

Note

4: iScape

Note

5: TDI

Note

6: Color M

Nole

7: Biopsy-Guidance

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE NEEDED)
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Mindray Co., Ltd.- DC-N3/DC-N38 Diagnostic Ultrasound System

System:
Transducer:
510(k) Number:
Intended Use:

DC-N3/DC-N3S Diagnostic Ulirasound System

P7-3
K140030

Diagnostic Ultrasound imaging or fluid flow analysis of the human body as follows:

Clinica! Application

Mode of Operation

General {Track
I Only)

Speeific (Track 1 & 3}

Color

PWD | CW
D Doppler

Doppler

Amplilud-c

Combimned
(specify)

Other {specify)

Ophthalmic

Ophthalmic

Fctal Imaging &
Other

Fetal

Abdominal

Note 1, 2.4.5.6

Intra-operative {Specify*)

Intra-operative (Neuro)

Laparescopic

Pediatric

Note 1, 24,56

Small Organ (Specify**)

Neonatal Cephalic

Note 1, 2,4,5.6

Adult Cephalic

Note 1,2,4,5.6

Trans-rectal

Trans-vaginal

Trans.urcthral

Trans-csoph. (non-Card.)

Musculo-skeletal (Conventional)

Nowe 1, 24.5.6

Musculo-skeletal (Superficial)

Intravascular

Cardiac

Cardiac Adull

Note 1, 2,4,5.6

Cardiac Pediatric

Note 1, 2,4,5.6

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

Peripheral
vessel

Peripheral vessel

Other (Specify***)

N=new indication; P=previously cleared by FDA-(K103583);

=added under Appendix E

Additicnal comments: Combined modes—B+M. PW+B. Celor + B. Power + B. PW +Color+ B. Power + PW +B.

*Intraoperative includes abdominal, thoracic, and vascular

**Small organ-breast, thyroid, testes,

***Other use includes Urology.

Note

1: Tissuc Harmonic Imaging. .

Note

2: Sman3D

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

Note

4: iScape

Note

5:TDI

Note &: Color M

Note 7: Biopsy Guidance

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

Concarrence of CDRH, Office of In Vitro Diagnostics and Radiological Health (OIR)
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Mindray Co., Ltd.- DC-N3/DC-N3S Diagnostic Ultrasound System :

System: DC-N3/DC-NIS Diagnostic Ultrasound System
Transducer: CB10-4
510(k} Number: K140030

Intended Use: Diagnostic Ultrasound imaging or fluid flow analysis of the human body as follows:
Clinica! Application . Mode of Gperation
General {Track . Color | Amplitude | Combined .
S fi k1 PWD | CWD .
L Only) pecific (Track 1 & 3) B M Doppler | Doppler | (specify) Other (specify}
Ophthalmic Ophthalmic
Fetal
Abdominal

Intra-operative (Specify*)

Intra-pperative (Neuro)

Laparoscopic

Pediatric
Small Organ (Specify**}
Feta! Imaging &|Neonatal Cephalic

Other Adult Cephalic
Trans-rectal P} P P P P P Note 1,2,4,6,7
Trans-vaginal PP P P P P Note 1, 2,4,6,7

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal (Conventicnal)

Musculo-skeletal (Superficiat)

Intravascular
Cardiac Aduh
Cardiac Pediatric

Cardiac Intravascular (Cardiac)

Trans-esoph. {Cardiac)

Intra-cardiac

Penipheral Peripheral vessel

vessel Other (Specify***)

N=new indicalion: P=previously cleared by FDA-(K103583); E=added under Appendix E

Additional comments; Combined modes--B+M. PW+B. Color + B. Power + B. PW +Color+ B. Power + PW +B,
*Intraoperative includes abdominal, thoracic, and vascular

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

Note |: Tissue Harmonic Imaging. .
Note 2: Smart3D
Note 3: 4D{Real-time 3D)
Note 4: iScape
Note 5: TDI
Note 6: Color M
Note 7: Biopsy Guidance
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE NEEDED)

Concurrence of CDRH, Office of [n Vitro Diagnostics and Radiological Health (OIR)
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Mindray Co.. Ltd.- DC-N3/IDC-N35 Diagnostic Ulirasound System

System:

Transducer:

DC-N3/DC-N38 Diagnostic Ultrasound System

CW3ss

550(k) Number: K140030

Intended Use:

“Diagnostic Ultrasound imaging or fluid flow analysis of the human body as follows:

IClinical Application

Mode of Operation

1 Only)

General (Track

Specific (Track | & 3}

B | M |PWD|CWD

Color

Doppler

Amplitude
Doppler

Combincd
(specify)

(Other (speeify)

Ophthatmic

JOphthatinic

Other

Fetal Imaging &

Fetal

Abdaminal

Inira-operative (Specify*)

Intra-operative {Neuro)

Laparoscopic

Pediatric

Small Organ (Specify**)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.}

Musculo-skeletal (Conventional)

Musculo-skeletal (Superficial}

Intravascular

|Cardiac

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

 Trans-esoph. {Cardiac)

JIntra-cardiac

Peripheral
vessel

IPeripheral vessel

JOther (Specity*=*)

N=new indication; P=previously clcared by FDA-(K 120699):

E=addcd under Appendix E

Additiona! comments: Combined modes--B+M. PW+B. Color+ B. Power+ B. PW +Color+ B. Power + PW +B,

*Intrzoperative includes abdominal, thoracie, and vascular.

**Small organ-breast, thyroid, lestes.

***(ther use includes Urology.

Note 1: Tissue Harmonic Imaging.

Note 2: Smart3D

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

Note 4: iScape

Note 5: TDI

Note 6: Color M

Note T: Biopsy Guidance

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