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

The assigned 510(k) number is: _4723/85 .

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 5604
Fax: +86 755 2658 2680

Contact Person:

Zhai Pei

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: August 28, 2012

2. Device Name: DC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-8S Diagnostic

Ultrasound System
Classification
Regulatory Class: 11
Review Category: Tier 1!
21 CFR 892.1550 Ultrasonic Pulsed Doppler Imaging System (90-1YN)
21 CFR 892.1560 Ultrasonic Pulsed Echo Imaging System (90-1YO)
21 CFR 892.1570 Diagnostic Ultrasound Transducer (90-1TX)

3. Device Description:

DC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-8S Diagnostic Ultrasound System is a
general purpose, mobile, software controlled, ultrasound diagnostic system. Its function is
to acquire and display ultrasound images in B-Mode, M-Mode, PW-Mode, CW mode,
Color-Mode, Color M-Mode, Power/Dirpower Mode, TDI mode, 3D/4D mode,
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Elastography 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, convex array and phased array with
a frequency range of approximately 3 MHz to 10.0 MHz.

4, Intended Use:

The DC-8/DC-8 PRO/DC-8§ CV/DC-8 EXP/DC-8S Diagnostic Uitrasound 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, cardiac pediatric, peripheral vessel and urology cxams.

5. Comparison with Predicate Devices:

DC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-8S Diagnostic Ultrasound System is
comparable with and substantially equivalent to these predicate devices:

.B_red:lcate .-_Manufa&urer' T Model - * : 510(k) Numbér..
Device . .| " G s L SR LY I
: . DC-8/DC-8PRO/DC-8 CV
1 Mindray /DC-8 EXP/DC-8S K113647
. K103583
2 Mindray DC-7 K101041
3 Mindray DC-Té6 K110199
4 Mindray Z6 K122010
5 SIEMENS ACUSON S2000 K112596
SONOLINE Antares
6 SIEMENS Ultrasound Imaging K050034
System

They have the similar technological characteristics, are comparable in key safety and
effectiveness features, and have the same intended uses and basic operating modes as the
predicate devices.

6. Non-clin'ical Tests:

DC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-8S Diagnostic Ultrasound System has been
evaluated for acoustic output, biocompatibility, cleaning and disinfection effectiveness as
well as thermal, electrical and mechanical safety, and has been found to conform with
applicable medical safety standards. This device has been designed to meet the following
standards: IEC 60601-1, IEC 60601-1-1, IEC 60601-1-2, IEC 60601-1-4, IEC
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60601-2-37, IEC 62304, IEC 62366,UL 60601-1, 1SO14971, UD 2, UD 3 and ISO
10993-1.

Conclusion:

Intended uses and other key fcatures 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, ISO
9001 and 1SO 13485 quality systems. The device conforms to applicable medical device
safety standards. Therefore, the DC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-8S
Diagnostic Ultrasound System is substantially equivalent with respect to safety and . -
effectiveness to devices currently cleared for market.
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é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
""’h Food and Drug Administration
10903 New Hampshire Avenue

Document Control Room —-WO066-G609
MAR 21 2013 Silver Spring, MD 20993-0002

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
% Mr. Jeff D. Rongero

Senior Project Engineer

Underwriters Laboratories, Inc.

12 Laboratory Drive
Research Triangle Park, NC 27709

Re: K123185
Trade/Device Name: DC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-8S

Diagnostic Ultrasound System
Regulation Number: 21 CFR 892.1550
Regulation Name: Ultrasonic pulsed doppler imaging system
Regulatory Class: 11
Product Code: 1YO, IYN, and ITX
Dated: September 27, 2012
Received: September 10, 2012

Dear Mr. Rongero:

This letter corrects our substantially equivalent letter of November 2, 2012.

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 gencral controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,

and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the DC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-8S Diagnostic Ultrasound System, as

described in your premarket notification:

Transducer Model Number

C5-2E D8-3E
C7-3E V11-3E
L12-3E Cl1-3E
L14-6NE DE10-3E
L14-6WE VIii-3BE

P4-2E VII-3WE

D6-2E L7-3E



If your device is classified (see above) into either class II (Special Controls) or class [l (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 CORH/CDRHOffices/ucm 115809.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 reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to http://www.fda.gov/MedicalDevices/Safety/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 Ms. Lauren Hefner at
(301) 796-6881.

Sincerely Yours,
f
Ao TP Ao

Janine M. Morris
Director
Division of Radiological Health
Office of In Vitro Diagnostic
and Radiological Health
Center for Devices and Radiological Health

Enclosure(s)



Indicatioﬁs for Use

510(k) Number. (if known): K | 23i85

Device Name: DC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-8S
Diagnostic Ultrasound System

Indications For Use:

The DC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-8S Diagnostic Ultrasound 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, cardiac pediatric, peripheral
vessel and urology 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 Diagnostics and Radiological Health(OIR)

{ Page1lof _1
Mm&gnmﬂ
Division of Radiologicel Health
Office of in Vitro Diagnostics and Rediplogical Health
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Mindray Co., Ltd.- DC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-8S Diagnostic Ultrasound System

Diagnostic Ultrasound Indications For Use Format

System: DC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-8S Diagnostic Ultrasound System

Transducer: NA

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

. |Clinical Application Mode of Operation
fg‘mﬂ;‘; (rack [ pecific (Track 1 & 3) 8 | M {pwp|cWD Dﬁ;::’;‘“ "l‘;:;‘;'l":‘ ‘i::'e:‘“f‘;)" Other (speify)
Ophthalmic Ophthalmic .
Fetal 1P| P P P P P Note |, 2,3,4,6,7
Abdominal. P P P P P P P Note 1,2.3,4.5.6.7
Intra-operative (Specify®)
Intra-ogerative (Neuro)
JLaparoscopic
|pediatric plr]l P | P P P P |Nowwl,23,4,567
[Smalt Organ (Specify**) ple] p P P P Note 1.2,4,6,7,8
Feial Imaging &]Neonatal Cephalic plP| P P P p P Note 1,24,5,6.7
Other Adult Cephalic plPl P P P P P Noic 1,2,38,5.6,7
Trans-rectal Pl P P P P P Note 1, 2,4.6.7
Trans-vaginal p-y P P P 4 P Note 1, 2,467
Trans-urcthral
Trans-esoph. (non-Card.)
Musculo-skeletal (Conventional)}§ P | P P P P P Note |, 2,4,6,7
Musculo-skelztal (Superficial) PLP P P P P Note §,2,4,6,7
lgnnvnscuhr
Cardiac Adult Pl P P P P P P Note 1,2,4,5.6,7
Cardiac Pediatric Pl P |4 P P 4 P Note 1, 2,4,5,6.7
| Casdiac Intravascular (Cardiac) :
. Trans-csoph. (Cardiac)
Intra-cardiac
Peripheral Peripherul vessel plP| P P P P Note 1, 2,4.6,7
'vw {Other (Specify***) plrl p P P P Note |2, 4,67

Nenew indication; P=previously cleared by FDA: E=added undex Appendix E

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

*Intracperative includes abdominal, thoracic, and vascular.

*+Small organ-breast, thyroid, testes.

*¢*(ther use includes Urology.

Note 1: Tissuo Harmonic [maging. The feature does ot usc contrast agents.

Note 2: Smar3D

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

Note 4: iScape

NoteS: TDI

Note6: Color M

Note?: Biopsy Guidance

Note8: Elastography

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

Concurrence of CDRH, Office of Device Evalaation(ODE)
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Mindray Co., Ltd.- DC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-8S Diagnostic Ultrasound System

System: .
_Transducer:
Intended Use:

DC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-8S Diagnostic Ulimsound System

C5-2E

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

Clinical Application

Mode of Operation

General (Track
1 Only)

Specific (Track 1 & 3)

PWD

Doppler

Color | Amplitnde| Combined
Doppler | (specify)

Other (specify)

Opbihalmic

[Ophthalmic

Fetal imaging &
Other

’Fe!al

Note I, 2,4,6,7

JAbdominal

Note 1,2, 4,6,7

Intra-operative (Specify®)

Intra-operative (Newro)

JLaparoscopic

[pediatric

Note |,2,4.6,7

[Srmal Organ (Spesify**)

Neonatal Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

 Trans-urcthral

Trans-esoph. (non-Card.)

[Musculo-skeletal (Conventional)

Notc 1,2,4,6,7

Musculo-skeletal (Superficiat)

Intavascular

Jleinc

Cardiac Adult

[Cardizac Pediatric

Intravascular {Cardiac)

Trans-csoph. (Cardiac)

Intra-cardiac

Peripheral
vessel

Peripheml vessel

Note 1,2,4,6,7

Other (Specify***)

N=new indication:

<previously cleared by FDA: E=added under A;

dix 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.

s*¢(Other usc includes Urology.

Note 1: Tissue Harmonic Imagiog. The feature does not use contrast ageats.

Nete

2: Smar}D

Note

3:4D(Real-time 3D)

Nole

4: iScape

Note5: TDL

Notcé6: Color M

Note?: Biopsy Guidance

Note8: Elastography

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

Concurreoce of CDRH, Office of Device Evaluation(ODE)

!:1

/P ladheenl

Division of Radiologica) Health
Office of in Vitro Diagnostics and Radiological Health
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Mindray Co., Ltd.~ DC-8/DC-8 PRO/DC-8 CV/DC-B EXP'/DC-'SS Diagnostic Ultrasound System

Syster: PC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-85 Diagnostic Ulirasotnd System

“Transducer: Ci1.3E
intended Use:  Diagnostic.ultrasound imaging or Auid flow analysis of the human body as follows:

Clinical Application . Mode of Operation

'fg‘:;;)' (Frack o pecific (Truck ! &3) 8 | M {pwD|cwD Di:;:t A]‘J'L‘::";l‘::e f:::’:'f‘;)" Other (spesify)
Ophthalmic  JOphthalmic

|Fetal

Jabdominal
Intra-operative (Specify*)
Intra-operative (Neuro)
Laparoscopic

Pediatric PL-P P P P
Small Organ (Specify**)

|Fetz) Imaging &lNeonatal Cephalic

Other Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urcthral

Trans-csoph. (non-Card.)
iMusculo-skelelal (Conventional)

[Musculo-skeleta) (Superficial)
- fintravascular ’
[Cardiac Adult
|Cardiac Pediatric
JCordiac Intravascular (Cardizc)
: Trans-esoph. (Cardiac)
Intra-cardiac
Peripheral Peripherul vessel P|lP] P 4
Jvessel lom" (Specify***) .
Ne=new indication; P=previously clearsd by FDA: E=added under Appendix E
‘Additicnal comments: Combined modes—B+M. PW+B. Color + B. Power + B. PW +Colort+ B. Power + PW +B.
*Intrmoperative includes abdominal, thoracic, and vasculor.
“*Small organ-breast, thyroid, (esics.
#%¢Qther use includes Urology.
Note |; Tissue Hormonic Imaging. The feature does not use conlrast agents.
" Note 2: Smar3D
Notc 3:4D(Real-timc 3D)
Nate 4: iScape
Note5: TDI
Note6: Color M

Pl P P P P P Note 1, 2,4.6.7
Pi{ P P P P P Note |, 2,4,6,7

P Neote 1,2,4.,6,7

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

Note7: Biopsy Guidance
Note8: Elastography .
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE NEEDED):

Concurrence of CDRH, Office of Device Evaluation{ODE) .

Nt Lokl v
Division of Rediological Health
mdmmwmmw

son_JALADIES - \ 008-4

1]
A




Mindray Co., Ltd.- DC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-8S Diagnostic Ultrasound System

System: DC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-8S Diagnostic Ultrasound Systemn
Transducer: L12-3E
Intended Use:  Diagrostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Operation

|General (Track
1 Only)

Color | Amplitude] Combined

fspes
Specific (Track t & 3) B | M |PWDICWD| o | Doppter | (specify)

Other (specify)

10phthalmic Ophthalmic

Fetal

Abdominal Pl P P P P P Note }, 2,4.6,7

Intra-operative (Specify®)

Intra-operative (Neuro)

Laparoscopic

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

<
-]
<
be -]

Small Organ (Specify**) Note 1,2,4,6,7.8

Fetal Imaging & Neonatal Cephalic Pl P p [ P P . Note 1,2,4,6,7
Other Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal (Conveational) | P | P P p P P Note ), 2,4,6,7

Musculo-skeletal (Superficial) Pl P P P P P Note 1, 2,4,6,7

Intravascular

Cardiac Adult

Cardinc Pediatric

Cardiac Jintravascular (Cardiac)

JTrans-esoph. (Cerdiac)

{intra-cardiac

Peripheral  |Peripheral vesse) rlel e P P P | Notel,2,467
|V=sscl Jother (specify***)

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

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

*Intracperative includes abdominal, theracic, and vascular.

¥s0mall o -preast, thyroid, testes.
Se30ther use includes Urclogy.

Note I: Tissue Hermonic Imaging. The feature does ol usc contrast agents.

Note 2: Smart3D

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

Note 4: iScape

Notes: TDI

Note6: Color M

Notc7: Biopsy Guidance

Note8: Elastography -

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

e L— AT ——
Concurrence of CDRH, Office of Device Evaluation(ODE)
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Division of Radiological Health
Office of In Vitro Diagnostics and Rediclogicel Health
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Mindray Co., Lt.d.-‘DC-S/DC-B PRO/DC-8 CV/DC-8 EXP/DC-8S Diagnostic Ultrasound System

System:
Transducer:

DC-8/DC-8 PRO/DC.8 CV/DC-8 EXP/DC-BS Diagnostic Ulirasound System

L14-6NE

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

Clinical Application

Mode of Operation

Genersl (Track
1 Only)

Specific (Track | & 3)

M. | PWD

CWD

Color
Doppler

Doppler

Amplitude] Combined

(specify)

Giher {specify)

Ophthatmic

Ophthalmic

Other

Fetal

Abdominal

Note (,2, 4,6,7

Intra-gperative (Specify®)

Intra-operative (Neuro)

JLaparoscopic

Pediatric

Note 1.2, 46,7

[Smalt Organ (Speify )

b -]

-~
-~

b}

-

b -]

Note 1,2,4,6,7,8

Fetnl Imaging &|Nconatal Cephalic

Note 1,2, 4,6,7

Adult Cephalic

Trans-rectal

 Trans-vaginal

Trans-urethral

Trans-esoph. (ron-Card.)

Musculo-skelen] (Conventional)

Note 1,2, 4,6,7

Musculo-skeletal (Superficial)

Notc 1.2,4,6,7

Intravascular

Cardiac

|Cardiac Adult

Cardiac Pediatric

Intsavascular (Cardiac)

Trans-esoph. {Cardiac)

Intra-cardiac

Peripheral
vessel

Peripherul vessel

Note 1,2,4,6,7

Other (Specify***)

Nencw indication: P=previously cleared by FDA: E=added under Appendu E

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

*Intraoperative includes abdominal, thoracic, and vascular.

**Small organ-breast, thyroid, testes.

*¢¢()ther use includes Urology

Note 1: Tissue Harmonic lmaging. The feature doca not use contrast ngcnls

Note 2: Sroart3D

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

Note 4: iScape

Note5: TDI

Notz6: Color M

Note7: Biopsy Guidance

Note8: Elastography

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

Concurrence of CDRH, Office of Device Evzlunion(ODE)
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Mindray Co., Ltd.- DC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-8S Diagnostic Ultrasound System

System:
Transducer:

Intended Use:

DC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-8S Diagnostic Ulkrasound System

L14-6WE

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

Clinical Application

Mode of Operation

1 Only)

General (Track

Specific (Track | & 3)

PWD|CWD

Color

Amplitude
Doppler | Doppler

Combined
(specify)

Other {specify)

Ophthalmic

{ophthalmic

(Other
d

|Ectal

Note 1,2, 4,6,7

Abdominal
Intra-operative (Specify®)

Ilntra-opetative (Neuro)

|Lapamscopic

Pediatric

<

Note 1,2,4,6,7

Small Organ (Specify®*)

-

w

w

b -]

he ]

Note 1.2, 4,6.7.8

Fetal Imaging &|Necnatal Cephalic

- Note 1,2,4.6,7

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urcthral

Trans-csoph. (non-Card.)

Musculo-skeletal (Conventional)

Note 1,2, 4,6,7

Musculo-skeletal (Superficial)

wi{w] |-

Note 1,2,4,6,7

Intravascular

fcucdis

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-csoph. (Cardiac)

Intra-cardiac

Peniphernl
vessel

[Pcripheral vessel

Note ),2,4,6,7

Jother (specify**)

Nemnew indications P=previously cleared by FDA: FFadded under Appendix E

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

*Intraoperative includes abdaminal, thorcic, and vascular.

**Small argan-breast, thyroid, testes.

*QOther use includes Urology.

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

Note 2; Smar3D

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

Notc 4: iScape

Notes: TDI

Note6: ColorM

Note7: Biopsy Guidance

Note8: Elastography

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

Coacurrence of CDRH, Office of Device Evaluation(ODE)
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Mindray Co., Ltd.- DC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-8S Diagnostic Ultrasound System

System:
Transducer:
Intended Use:

‘ i
DC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-8S Diagnostic Ultrasound System

P4-2E

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

Clinical Application

Mode of Opcration

General (Track
{ Only)

Specific (Track 1 & 3)
. ¥

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

Ciher (specity)

|ophthalmic

Ophthalmic

Fetal Imaging &
|Other

Fetal

Abdominal

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

Intro-operative (Specify®)

Intra-operative (INeuro)

Laparoscopic

Pediotric

Note 1,2,4,5.6,7

Small Organ (Specify*®)

Neonatal Cephalic

Note 1, 2,4,5.6.7

Adult Cephalic

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

Teans-rectal

Trans-vaginal

‘Trans-urethral

 Trans-esoph. (von-Card.)

Musculo-skeletal {Conventional)

[Musculo-skeletal (Superficial)

Intravasculer

Cardiac

Cardiac Adult

Note 1,2,4,56,7

Cardiac Pediatric

Note t,2,4,5,6.7

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

Peripheral
vesse]

Peripheral vessel

Other (Specify***)

Nencw indication: Pwpreviously cleared by FDA; E=added under Appendix E -

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

*Intraoperative includes abdomina), thomcic, and vascular.

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

**2Other use includes Urology.
Note 1: Tissue Harmonic Imaging. The feature does not use contrast agents.

Note

2: Sma3D

Note

3:4D(Real-time 3D)

Note

4: iScape

NoteS: TDI

Notc6: Color M

Note7: Biopsy Guidance

Note8: Elastography

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

Concurreace of CDRH, Office of Device Evealuatice(ODE)

Oision of Radiotogica) Health

Office of In

Viro Diagrostics and Radiologics) Heatth
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Mindray Co., l.td.- DC-8/DC-8 PRO/DC-B CV/DC-8 EXP/DC-8S Diagnostic Ultrasound System

|
DC-8/DC-8 PRODC-8 CV/DC-8 EXPIDC~‘8.S Diagnostic Ulirasound System

System:
Transduccr: D6-2E !
Intended Use:  Diagnostic ultcasound imaging or fluid flow analysis of the human body as follows:
I _ Clinical Application Mode of Operation
Ithcul (Track . Color | Amplitude| Corbined .
1 Only) Specific (Teack 1 & 3) Bl M|PWD|CWD Doppler | Doppler | (specify) Onter (specify)
Ophthalmic JOphthalmic
Fewl PPl P P P P Notel,2, 3,4,6
Abdominal plepl P P P P Notel 2, 3, 4.6
Intra-operative (Specify?) i
Intra-operative (Neuro)
Laparoscopic
Pediatric . Pl P P P P P Notel 2,3, 4,6

Other

WFctal Imaging &|Neonatal Cephalic

Small Qrgan (Specify**)

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethml

 Trans-csoph. (non-Card.)

Musculo-skeletal (Conventional)

Musculo-skeletal (Superficial)

{ntravascular

.ICardinc

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac

Peripheral

vessel

[Periphert vessel

JOther (Specify***)

Nenew indication: P=previously clcarcd by FDA: E=added under Appendix E

Additional comments: Combined modes~B+M. PW+B. Color + B. Power+ B. PW +Colort B. Powey + PW 4B.

*|nirapperative includes abdominal, thoracic, and vascular.

**Small organ-breast, thyroid, testes.

***Qther use includes Urology. \

Note ): Tissue Hurmonic lmaging. The teature does not use contrast agenis.

Note 2: Smart3D [

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

Note 4: _iSjape

NoteS: TD1

Noteé: Color M

Note?: Biopsy Guidance

Note8: Elastography

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

Coacurrence of CDRH, Office of Device Evaluation{ODE)

M Slgn o

Divlsionofmblogicalﬂeanh. :
Office of In Vitro Diagnostics and Radiological Health

s 2D 155 '\ 0089




Mindray Co., Ltd:

System:

- DC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-8S Diagnostic Ultrasound System

DC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-8S Diagnostic Ultrasound System

Transducer: D8-3E
Intended Use:  Diagnostic ultrasound imaging or fluid flow analysis of the human body as follows:

Clinical Application Mode of Cperation

| Only)

General (Track Color | Amplitude} Combined

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

Doppler | Doppler | (specify)

hihalmic  {Ophthalmic

Other

chtal Imaging &{Nconatal Ccphalic

[Fetal ple| p P P P Notel,2,3,4,6

|Abdominat ple| P P P P | Notel23,4,6

hntta-opmtive {Specify®)

Ltatra-operative (Neuro)

|Lapa.mswpic

Jecdiatsic elp]| P P P P Notel,2,3,4,6

ISmall Organ (Specify**)

Adult Cephalic

Trans-rectal

Trans-vaginat

Trans-urethral

Trans-esoph. (non-Card.)

. |Musculo-skeletal (Conventional)

{Muscuto-skeletal (Superficial)

|lnu-avascular

-

ICardiac Adult

ICardiac Pediatric

Intravascular (Cardiac)

Trans-esoph. {Cardiac)

Intra-cardiac

Peripheral
vessel

Peripheral vessel

Other {Specify***)

N=mew indicaticn: P=previously cleared by FDA: Ew=added under Appendix E

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

*Intmoperative includes abdomina), thoracic, and vascular.

**Stmall organ-breast, thyvoid, testes.

***Qther use includes Urology.

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

Note 2: Smart3D

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

Note 4: iScape

Notes: TDI

Note6: Color M

Note7: Biopsy Guidance

Note8: Elastography

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

Concurrence of CDRH, Office of Device Evaluation(ODE)

DO M....
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Mindray Co., Ltd.- DC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-8S Diagnostic Ultrasound System

Systen:
Transducer:
Intended Use:

DC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-8S Diagnostic Ultrasound System

D8-3E

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

Clinical Application

Mode of Opcration

1General (Track
1 Only)

Specific (Track | & 3)

Color | Amptitude| Combined

Doppler | Doppler { {specify) Other (specify}

B | M )PWD|CWD

hthalmic

{Ophthalmic

Other

[Fetsl

PP P P P P Nowel 2, 3,4.6

Abdominal

Pl P P P P P " Notel 2, 3,4,6

Intra-cperative (Specify®)

Intra-operative (Neuro)

jLaparoscopic

|pediatric

PP P P P P Notel,2, 3, 4.6

Swmall Organ (Specify**)

Few) Imaging &|Neonatat Cephalic

Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

. |Musculo-sketetal (Conventional)

IMusculo-skelctal (Superficial)

lntravascular

Cardiac Adul

Cardiac Pediatric

ntravascular (Cardiac)

Trans-esoph. (Cardiac)

{nira-cardiac

Peripheral
vessel

|Peripticral vessel

|Other (Specify***)

N-new indicetion: P=previously cleered by FDA: E=added under Appendix E

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

*Immoperative includes abdominal, thoracic, and vascular.

**Small organ-breast, thyroid, testes.

***Qiher use includes Urology.

Notz ); Tissue Harmonic Imaging. The feature does ol use contrast agents.

Note 2: Smart3D

Not

e 3:45(Rul.ﬁme 3D)

Note 4:; iScape

NoteS: TDI

Note6: Color M

Note7: Biopsy Guidance

Note8: Elastography

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

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

Oftica of In

D OK...
{Division Sign Cff)

Division of Radiclogica) Health
Vitro Diagnostics and Radfiological Health
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Mindray Co., Ltd.- DC-8/DC-8 PRO/DC-8 CY/DC-8 EXP/DC-8S Diagnostic Ultrasound System

Systemn:
Transducer:
intended Use:

DC-3/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-8S Diagnostic Ultrasound System

VI11-3E

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

Clinical Application

Mode of Cperation

General (Track
1 Only)

Specific (Track 1 & 3)

PWD

Color
Doppler

Amplitude
Doppler

Combined
{specify)

Other (specify)

Ophthalmic

Ophthalmic

QOther

Fetal

P

| d

Note |, 2, 46,7

Abdominal

Inira-operative (Specify®)

Intra-cperative (Neuro)

JLaparoscopic

Igediatric

|small Organ (Specify**)

Feial Imaging &} Neonatat Cephalic

Adult Cephalic

Trens-recual

Note 1, 2,4,6,7

Trans-vaginal

Note 1, 2,4,6,7

Trans-urcthral

Trans-esoph. (non-Card.)

|Musculo-sketetat (Conventional)

[Musculo-skeletat (Supecficial)

[ntravascular

{Cerdiac

Cardiac Adult

Cardiac Pediatric

Intravascular (Cardiac)

Trans-csoph. (Cardisc)

Intra-cardine

IPetipher-\l

vessel

Peripheral vessel

Other (Specify***)

P

P

P

P

Notc1,2,467 |

N=mnew indication: P=previously cleared 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.

*latrsoperative includes abdominal, thoracic, and vascular.

**Sroall organ-breast, thyroid, testes.

***Other use includes Urology.

Note I: Tissuc Harmonic {maging. The feature docs not use contrast apents.

Note 2: Smart3D

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

Note 4: Ecape

Notes: TDI

Note6: Color M

Note?: Biopsy Guidance

Note8: Elastography

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

Concurreoce of CDRH, Office of Device Evalaation{ODE)

Division of Radiological Heaith

Office of In Vitro Diagnostics and Radiological Heaith

510K y)l?f)l&%
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Hindray Co., Ltd.- DC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-8S Diagnostic liltrasound Systenm

Systen:

DC-8/DC-8 PRO/DC-3 CV/DC-8 EXP/DC-8S Diagnostic Ultrasound System

Transducee: Cll-3€

Intended Use:  Di ic Ul d imuging or fluid Nlow analysis of the human body as follows:

Clinical Application Mode of Operatioa

{Genens)
(Track )
Only)

Color | Amplitude

Specific (Track 1 & 3) B ™M | P%P %2 looppter] Doppier

Combined
(spesify)

Oches (specify)

Ontihalm:
L

Omhihalm

fimegios &

|Feas!

Abdominal . N N N N N

N

Note 1, 2,467

{intra-operaiive (Specify*)

Intra-operative {Neuro)

Laparoscopic

Pediatric N| N N N N’

Note 1, 2,4,6,7

Small Organ (Specify**)

INeooatal Cephalic N[N N N N

Note 8,2,4.6.7

Other

Adult Cephalic

Trans-cectal

Trans-vagica)

Trans-urethral

Trans-esopb. (ooa-Card.)

Musculo-skeletal (Conventional)

{Musculo-skeletal (Seperficial)

Intravascular

WCardiac

7
7,

Cardisc Adult N|N N

Note 1, 2,4,6,7

7
=

[cardise Pedinic N|N]| N

.

Note },2,4.6.7

hrewavascutar (Cardiac)

Trans-csoph. (Cardiac)

Intra-cardiac

Peripheral
vessel

[Peripberal vesscl N N| N N N N

New 1,2,46.7

Jower (specify*+)

N=uew isdication: Pe=previtsly cleared by FDA:  E*added under Appendix E

Additional comments: Combincd modes—B+M. PW+B. Colos + B. Power + B. PW «Color+ B. Power + PW +8.

*Intraopemtive includes abcominal, thoracic, and )

**Small organ-breast, thyreid, tesies.

***Qher use includes Urology.

Note |: Tissue Efarmonic Inuging. The feature does not use contrast ageuts,

Note 2: Smxt3D

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

Nolc 4; iScape

NoteS: TDI

Note6: Color M °

Notz7: Biopsy Guidance

- Note8: Elastography

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

Coacurrence of CDRH, Office of Device Bvahmiou(ODm

= N
Division of Radiological Health
Office of In Vitro Diagnostics and Radiclogical Heath

5100, }/5 lgf)) {ZS
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Mindray Co., Ltd.- DC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/BC-85 Diagnostic Ultrasound System

System:

DC-3/DC-8 PROVDC-8 CV/DC-8 EXP/DC-8S Diagnostic Ultrasound System

Transducer: DEIC-IE

Intended Use:

Dingrestic Ult d imaging or fluid flow analysis of the human body as follows:

Clinical Application Modc of Operation

Generul
{(Track |
Ouly)

Combiced
(specify)

Amplitude
Doppler

Specific (Track | & 3) PWD | Ccwp Di;:;’ﬂ Othze (specify)

Onhlal

(R (TR

Fetal
Imaging &
Other

[Feui N Note |, 2,346
Abdomiral

|intra-operative (Specify*)
Jinsra-operative (Newro)
llapm)soopi:

fpediatric

Small QOrgaa (Specify*®)
|Necaatal Cepbalic

Adult Cephalic

Trans-cectal

Trans-vaginal

Traos-uretsal

 Trans-esoph, {non-Card.)
Musculo-skeletal (Conventional)
[Musculo-skelcwa) (Superficial)
Intravasculas

Note 1, 2,346
Rotc 12,346

fCardiac

Cardiac Adult

Cardiac Pediatric
Hatravascular {Cordiac)
Trans-esoph. (Cardiac)
Jintra-cardine

[l’«iplmd vessel

|vuwl Joﬂ‘r (Specify**®)

Nenew indication: P=previously clcared by FDA: E-xd¢ed under Appendix E

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

*Intraoperative includes sbdominal, thovacic, and vascular.

**Smal) orgna-beeast, thyrvid, testzs.

***Other use includes Uralogy.

Kotz 1: Tissue Harmoni¢ Imaging. The feature docs aot use contrast ageats.

Note 2: Smar0D

Nutz 3:4D(Rsal-time 3D)

Naote 4. iScape

NoteS: TDI

Noteé: Color M

Note?: Biopsy Guidance

Note8: Elastography

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

Coacurreace of CDRIN, Office of Device Evaloatios(ODE)

PR

Division of Radialogical Heatth
Office of in Vitro Diagnostics and Radiological Health
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Windray Co., Ltd.- DC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-8S Diagnostic Ultrasound System

Systeo: DC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-85 Disgoostic Ultrasound System
Transducer: VJ1-3BE
hnended Use:  Disgnostic Ultasound imaging or Muid flow amalysis of the human body as follows:

Clinical Application

Modc of Opcration

]
|§::.
Only)

Specific (Treck ) & 3)

PWD

cwo

Calor
Doppler

Amplitude
Doppler

Combin=d
(specify)

Onter (spesify)

OplnhnlmkiOylmnlmic

Fetal
Imaging &
Other

Fetal

Note 1, 2,867

[abcominat

|town-operstive (Specity®)

Ilnu--op:mive (Newzo)

Iupmwpic

[pediawic

Small Organ (Specify*?)

Neanatal Cephalic

Aduli Cephalic

Trnos-rectal

Note 1,2,4,6.7

Trans-vaginal

N

N

Note 1,2,4,6.7

Tras-urethral

Trans-e3opb. (son-Card.)

\ 1o h ok

1(C ional)

§Musculo-skeletal (Superficial)

Intravascular

Cardisc Adult

Cardiac Pediatric

}intravascular (Cardiac)

Traans-esoph. (Cardiac)

Intre-casdise

Peripheral
vessel

{Periptieral vessel

Joucs (specieye)

N

N

N

Nute 1,2,4.6,7

Ne=new indication: Pepreviously cleared by FDA:

E~zdded under Appendia E

Additions) comments: Combined modes~B+M. PW#B. Color + B, Powes + B. PW +Color+ B. Power + PW +B,

of,

includes obd

ral gl

and

v

**Small organ-breasy, thyroid, testes.

***Other use incledes Urclogy.

Note 1: Tissue Hanmonic Imagirg. The feature docs 8ot use contrast sgenls.

Note 2: Soar3D

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

Note 4: iScape

Noic$: TDI

Note6: Color M

Note?: Biopsy Guidance

Note8: Elastography

{PLEASE DO NOT WRITE BELOW THI5 LINE-CONTINUE ON ANOTHER PAGE NEEDED)

Coocurreace of CDRIL, Office of Device Evaluatlos{ODE)

<
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Mindray Co., Ltd.- DC-8/DC-8 PRO/DC-8 C¥/DC-8 EXP/DC-8S Diagnostic Ultrasound System

qC

System: DC-3/DC-8 PRO/DC-3 CV/DC-8 EXP/DC-8S Diagnostic Ul
Tansducer: VII-IWE
Intended Use:  Disgoostic Ultrasound imagiag of fluid flow analysis of the luman body s follows:

¢4

Climical Application

Mode of Operation

General

Oaly)

(Track |

Specific (Track § & 3)

P\YD

CWD

Color

Doppler| Doppler

Amplirude

Combioed
(spexify)

Other (specify)

wawmio;&mmc

Fetal

[Feu)

Note 1, 2,4,6,7

JAbdominal

Intrs-operslive {Specify*)

latra-operative (Neuro)

Iuwmwic

|Pediatric

Small Organ (Specify**)

|Neonatal Cephalic

Adult Cephalic

Truns-vectal

Note 1,2,4,6,7

Trans-vaginal

N| N N

Notz 1, 2,4.6.7

Traas-urethra)

Trans-csoph. {ron-Card.)

Musculo-sketetal (Conventiogal)

1((- -
Y

1)

|tetravascutar

Candiac

Candize Adult

Cardiac Pediatric

Intravascular {Cardizc)

Tesas-esopb. (Candiac)

Intra-cardiac

vessel

Periphera) Izcxiptmul vessel

Jower (specify**)

N N N

Note 1, 2,4.6,7

Nenew indication: P-previously cleared by FDA:

Ewadded under Appendia £

Additioca! cuomments: Combined modes-B+M. PW+B. Color+B. Power +B. PW +Color+ B. Pawer + PW +B,

*latraoperative includes abdominal, thoracie, and vascular,

**Small organ-breas, thyruid, testes.

***Onber use includes Urolegy.

Note 1: Tissue Harmwonic lmaging, The feature docs oot use contrast sgents.

Note 2: Smart3D

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

Note 4: iScape

Note$: TD1

Note6: Color M

Note?: Biopsy Guidsace

Note8: Elastography

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

Concurreasce of CDRH, Office of Device En!‘tnlhnlgl)li) {
/Pt Thicklion

Division of Radiclogical Heafth
Offies of in Vitro Diagnostics and Radiclogica) Health
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Mindray Co., Ltd. - DC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-8S Diagnostic Ultrasound System

System:  DC-¥/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-3S Diagnostic Ultratound System
Transducer: L7-3E
Intended Use:  Diagnostic Ulrasound imagiog or fluid Bow analysis of the buman body os follows:

Clinical Application

Moxc of Operation

Geoeral
F(Tnd: 1
Ouly)

[Specific (Track | & 3)

PWD

CcwWD

Color
Doppler|

Amplitede
Doppler

Combiced
(specify)

Ochee (specify}

Ohthaton:

‘\'l.l ot

{Imaging &

Fetal

Abdominal

Note 12,467

Intre-cperative (Specify*)

Ilnnﬂcpa'nive (Newro)

Iuwmvk

|peciamic

2

Notc 1,2,46.7

Sauall Ovgan (Specify**)

z

N

7.

7.

217

Notz 1.2, 4.6,2

|Neonstal Cephalic

k4

Noz 1,2,46,7

Adult Cephalic

Trans-rectal

Trans-vagina}

[ Trans-urethral

Trans-esoph. (on-Cacd.)

N to-skeletal (C n

| =
z

N

Note 1.2,4.6.7

Musculo-sketetal (Superficial)

kA

N

N

Noie 12,467

|lotravascular

Cardiac

Cardize Adult

Candiac Pediatric

Riatravasculas {Cardioe)

Traus-esoph. (Casdizc)

Jintracardine

vesse)

Periphenl IPctivheml vessel

Note £2,4.6,7

Jother (Spesify*++)

Nenew indicstion: Pepreviously clearcd by FDA:  E=added under Appendia E

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

*lotruoperative includes sbdominal, thomcic, and vascular.

**Small organ-breast, thyroid, test

cs.

**20ther use includes Urmlogy.

Note §; Tissuo Harmonic tmaging. The feature does oot use contrast ageats.

Note 2; Smart3D

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

Note 4: iScape

Note5: TDI

Note§: Celor M

Notc7: Biopsy Guidance

Notc8: Elsstography

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE NEEDED)
Cozcarrence of CORM, Office ofRevice Evaluatlos{OD!

Division of Radiological Health’
Office of in Vitro Diagnostics and Radiological Health

5108 5/23/&6
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