
510(K) SUMMARY DC1621

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

The assigned 5 10(k) number is: ,1< I [ 3Gq-

1. Submitter:

Shenzhen Mindray Rio-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 Rio-medical Electronics Co., LTD
Mindray Building, Keji 12th Road South, Hi-tech Industrial Park,
Nanshan, Shenzhen, 518057, P. R. China

Date Prepared: October 17, 2011

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

Ultrasound System
Classification
Regulatory Class: Il
Review Category: Tier 11
21 CER 892.1550 Ultrasonic Pulsed Doppler Imaging System (90-IYN)
21 CER 892.1560 Ultrasonic Pulsed Echo Imaging System (90-IYO)
21 CFR 892.1570 Diagnostic Ultrasound Transducer (90-ITX)

3. Device Description:

DC-8/DC-8 PRO/DC-8 CV/DC-8 EXP/DC-85 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, TDJ mode, 4D mode or the
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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-8IDC-8 PRO/DC-S CV/DC-8 EXPIDC-SS 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.

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:

Predicate Device <MauatrrMde 50(),Contif bhh

I_________ Mindray DC-? K103583

2 Mindray M7 K103677
3 GE Voluson E8 K101236

4 Mindray DC-T6 KI 10199
5 Sonosite M-Turbo K101757

ACUSON
6 Siemens K 112596

S2000

ACUSON
7 Siemens K063085

__________________________ SEQUOIA 512

8 GE LOGIQ e K(102256

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

6. Non-clinical Tests:

DC-8IDC-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, lEG 60601-1-4, IEC
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60601-2-37, IEC 62304, IEC 62366,UL 60601-1, 15014971, UD 2, UD 3 and ISO
10993-1.

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 CER 820, ISO
9001 and ISO 13485 quality systems. The device conforms to applicable medical device
safety standards. Therefore, the DC-8IDC-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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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

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

Shenzhen Mindray Bio-Medical Electronics Co., LTD.
% Mr. Jeff D. Rongero
Senior Project Engineer DEC 1 62011
Underwriters Laboratories Inc.
12 Laboratory Drive
RESEARCH TRIANGLE PARK NC 27709

Re: K1 13647
Trade/Device Name: DC-8/DC-8 PROIDC-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: JYN, IYO and ITX
Dated: December 8, 2011
Received: December 12, 2011

Dear Mr. Rongero:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and we have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of the
Federal Food, Drug, a.nd Cosmetic Act (Act). You may, therefore, market the device, subject to
the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling,
and prohibitions against misbranding and adulteration.

This determination of substantial equivalence applies to the following transducers intended for
use with the SonoSite Edge TM Ultrasound System, as described in your premarket notification:

Transducer Model Number

C5-2E L14-6NE D6-2E
C7-3E L14-6WE D8-3E
L12-3E P4-2E VlI1-3E



If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 895. In addition, FDA may
publish further announcements concerning your device in the Federal Register.
Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus permits your device to
proceed to market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOffices/CDRH-/CDRHOffices/ucm I15809.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" (2 1 CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
htty)://www.fda.gov/MedicalDevices/Safety/ReportaProbleni/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 Lauren Hefner at
(301) 796-6881.

Sncerely 

your

ayS. Pastel cD
Director
Division of Radiological Devices
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure(s)



Indications for Use

510(k) Number (if known):

Device Name: DC-B/DC-8 PRO/DC-B CV/DC-B EXP/DC-8S

Diagnostic Ultrasound System

Indications For Use:

The DC-B/DC-B PRO/DC-8 CV/DC-B EXPIDC-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 CER 801 Suibpart D)- (21 cFR 807 Subpart C)

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

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

(DiV~OflSignff)Pagelo 1 of__

Divisiofl of RadioIogicaJ Devices adSft
Office of in vitro Diagnostic Device Evaluaiona dSft

510OK
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Mindray Co., Ltd.- DC-S/DC-S PRO/Dc-S CV/DC-S EXP/DC-8S Diagnostic Ultrasound System

Diagnostic Ultrasound Indications For Use Format

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

Transducer: N/A

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

Clinical Application Mode of' Operation

General (Track Specific (Track I & 3) B M PW WD Color Amplitude Combined Ote(sciy
I Only) WDC Doppler Doppler (specify) Ote(sciy

Ophthalmic Ophthalmic ____

Fetal N N N N N N Note 1, 2,3, 4,637

Abdominal N N N N N N N Note 1, 2,3,4,5,6,7

Intr-operative (Specify-)
fnram-operative (Neuro)

Laparoscopic

Pediatric N N N N N N N Note 1,23,4,5,6,7

Small Organ (Specify-) N N N N NN Noe ,, 4,6,7,8

Fetal Imaging& Neonatal Cephalic N N N N N N N Note 1, 2,4,5,6,7

Other Adult Cephalic N N N N N N N Note 1, 2,4,5,6,7

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

Trans-vaginal N N N ____ N N N Note 1, 2, 4,6,7

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

Musculo-skeletal (Conventional) N N N N N .N Note 1, 2,4,6,7

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

IntravascularI

Cardiac Adult N N N N N N N Note 1, 2,4,5,6,7

Cardiac Pediatric N N N N N N N Note 1, 2A45,6,7

Cardiac Intravascular (Cardiac) _________

Trans-esoph. (Cardiac)
Intra-cardiac __________

Peripheral Pce-healvessel N N NN N N Nt ,,,,

vessel Other Scecify**fl N IN I I N N N Nt ,,,,

Nnew indication; Ppreviously cleared by FDA: Enadded 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 etc.

-*Small organ-breast, thyroid, testes.

* *-Other use includes Urology.

Note 1: Tissue Harmonic Imaging. T he feature does not mse contrast agents.

Note 2: Smart3D
Note 3:4D)(ReaI-time 3D)

Note 4: iScape

NoteS: TDI

Note6: Color M

Note7: Biopsy Guidance

NoteS: Elastography

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

Concurrence of CURII, Office of Device Evaluation(ODlt)

Prescription USE (Per 21 (FR 801.109)

(Division Sign-Off)
Division of Radiological Devices

Office of In Vitro Diagnostic Device Evaluaton and Safety 008-2
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Mindray Co., Ltd.- DG-8/DC-8 PRO/DC-S CV/DC-8 EXP/DC-8S Diagnostic Ultrasound System

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

Transducer: CS-2E

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

Clinical Application Mode of Operation

Generat fokeii (Track I&3 W W Color Amplitudel Combined Other (specify')
I Only) Spcfc(rc )B M PDCD Doppler Doppler (specify)

Ophthalmic Ophthalmic ___ ________

Fetal N N N N N N Note1, 2, 4,6,7

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

Intru-operative (Specify-)

Intr-operative (Neuro)

Laparoscopic

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

Small Organ (Speciy-)

Fetal Imaging & Neonatal Cephalic

Other Adult Cephalic ________

Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal (Conventional) N N N N N N Note 1, 2,4,6,7

Musculo-skeleal 
(Superficial)

Intravascular 
N N I ff 

N____

Cardiac Adult
Cardiac Pediatric

Cardiac Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac ________________

Peripheral Peripheral vessel N N N N N N Note 1, 2, 4,6,7

vessel Other (Speciy--) _______

N-new indication; P-previously cleared by FDA; Eaddied under Appendix E

Additional comments: Combined modes--B-lM. PW+B . Color+ B. Power+ B. PW*+Color+ B, Power +PW+B,

-intaoperative includes abdominal, thoracic, artd vascularec
*-Small organ-breast, thyroid, testes.
.. *Other use includes Urology.

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

Note 2: Smart3D
Note 3:4D(Real-time 3D3)

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

NoteS. Elastography

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

Concurrence of CDRH, Office of Device Evalutaiot(ODE)

Prescniption USE (Per 21 CFR 801.109)

(Division Sign-Off)
Division of Radiological Devices

Office of In Vitro Diagnostic; Device Evatuation end Satoty 008-3
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Mindray Co., Ltd.- Dc-S/DC-S PRO/DC-S CV/DC-8 EXP/DC-8S Diagnostic Ultrasound Systemn

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

Transducer: C7-3E

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

Clinical Application Mode of Operation

General (Track Specific (Track I & 3) B M PWD CWD Color Amplitude Combined Ote(sciy
I Only) Doppler Doppler (specify) Ote(sci)

Ophthalmic Ophthalmic I________

Fetal N N N N N N Noce1, 2, 4,6,7

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

Intra-operative (Specify-)

Intra-op erative (N euro)

Laparoscopic

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

Small Organ (Speciy--)

Fetal Imaging & Neonatal Cephalic

Other Adult Cephalic
Trans-rectal

Trans-vaginal
Trans-urethral

Trans-esoph. (non-Card.)I

Musculo-skeletal (Conventional)

Musculo-skeletal (Superficial) _ ____ ________

Intravascular __________

Cardiac Adult

Cardiac Pediatric
Cardiac Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Intra-cardiac CC_________

Peripheral Peripheral vessel N N NN N N Note 1, 2,4,6,7

vessel O0ther (Specify-*-) I________

N=new indication; P=previously cleared by FDA; E~added udrApni

Additional comments: Combined modes--B+M, PW+B. Color +B. Power +B, PW +Color+ B, Power +PW +1.

*intaoperative includes abdominal, thoracic, and vascular etc.

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

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

Note 2: Smart3D

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

Note5: TOI
Note6: Color M
Notc7: Biopsy Guidance
NoteS: Elastography

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

Concurrence or CDRII, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CER 801,109)

Divrision of flCdi~l9qIa Devices
office of In Vitro Diagnostic O@vipe Evaluation and Safety 008-4



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

System: DC-S/DC-S PRO/DC-S CVIDC-S EXP/DC-SS Diagnostic Ultrasound System

Transducer: L12-3E

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

Clinical Application Mode of Operation

General (Track Color Amplitude Combined
I Only) Specifc (Trak I&3 W W ope ope sei' te sei

Opthlmc phhami _____ ________S_

FAl__________

Abomna NN N N N oe ,24,c

Inta~oertiv (Pci'

Inta-oeraive(Nero

Laparsopc 

_

PedaticN N N N N oteI ,46,

Opthrmi AdlCphtalic

Trnuethral

Musdo-sinal(Sprial N N N N N N Note 1, 2, 4,6,7

enrvsua __________

Cadam dl

CadicPdarc________

Cardiac Intraaclr(ada)__________

vesenthr (peiepci y )

*ntraoperative nclu bomiatoaianaclrec

nt :ipe

Note7: BiopGidce
NoediEatrNNNph Nt , ,,,

(PLEAS DNOrTE BSeOW'* THI LN-OTNU N ANTE PAG NEEDED)24,67,

Pesitl aiong US (ernatl CephR i N80NN1.1N te1,29),,

oDvnio SietO

Dnio 

ovaaginall 

evce

Ofic f nVio ignsicDeie vlutinan afty , 00-

c10 nk 

I 
& 
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Mlindray Co., Ltd.- Dc-s/DC-S PRO/DC-S CV/DC-8 EXP/DG-SS Diagnostic Ultrasound System

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

Transducer: L14-6NE

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

Clinical Application Mode of Operation

General (Track Spcfc(rc )B M PDC D Color Amplitude Combined Ohrseiy
I Only) Seii(TakI&3B 14PDC DcDplr ope (specify') Ote(pci)

Ophthalmic Ophthalmic _____________

Petal

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

Intra-operative (Speciy-)

tntra-operattve (Neuro)

Laparoscopic

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

Small Organ (Specify) N N N N N N Note 1,2, 4,6,7,8

Fetal Imaging & Neonatal Cephalic N N N N N N Note 1,2, 4,6,7

Other Adult Cephalic

Trans-rectal

Trans-vaginal __________

Trans-urethral______

Trans-esoph. (non-Card.)

Musculo-skeletal (Conventional) N N N N N N Note 1,2, 4,6,7

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

Intravascul ar _________

Cardiac Adult
Cardiac Pediatric

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

Intra-cardiac,

Peripheral Peripheral vessel N N N N N N Note 1,2, 4,6,7

vessel Other (Speciy"*)

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

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

*intraoperative includes abdominal, thoracic, and vascular etc.

"Small organ-breast, thyroid, testes.

*-*Other use includes Urology.

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

Note 2: Snmart3D

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

Note 4: iScape

NoteS: TDI
Note6: Color M4

Note7: Biopsy Guidance

Note&: Elastography

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

Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801,109)

(Divisio inOf
Divsionl of Rad ioogiC81 Devices

Office of In Vitro Diagnostic Device Evaluation and Safety 008-6
510K /1)/361



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

System: DC-8/DC-8 PRO/DC-S CVIDC-8 EXPIDC-8S Diagnostic Ultrasound System

Transducer: L14-6WE

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

Clinical Application Mode of Operation ________

General (Track Seii(TakI&3B M W C ID Color Amplitude Combined Ote(sciy
I Only) Spcfc(rc )B M PDCD Doppler Doppler (specify) Ote(sciy

Ophthalmic Ophthalmic ________

Fetal
Abdominal N N N N N N Note 1,2,4,6,7

Intra-operative (Specify-)

Intr-operative (Neuro)

Laparoscopic
Pediatric N N N N N N Note 1,2, 4,6,7

Small Organ (Specify-*) N N N N N N Note 1,2,4,6,7,8

Fetal Imaging & Neonatal Cephalic N N N N N N Note 1,2, 4,6,7

Other Adult Cephalic
Trans-rectal

Trans-vaginal

Trans-urethral

Trans-esoph. (non-Card.)

Musculo-skeletal (Conventional) N N N N N N Note 1,2,4,6,7

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

Intravascular

Cardiac Adult

Cardiac Pediatric ________

Cardiac Intravascular (Cardiac)

Trans-esoph. (Cardiac)

I1ntra-cardiaic ________

Petipheral Peipheral veslN N N N N Not ,,,,

lvessel Other (Specify*

Nnew indication; Ppreviously cleared by FDA: Ead= ne;Apni

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

*lntraopeiative includes abdominal, thoracic, and vascular etc.

-*Small organ-breast, thyroid, testes.

**"Other use includes Urology.

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

Note 2: Smart3D

Note 3:40)(Real-time 3D)
Note 4: iScape
Note5: TDI

Note6: Color M

Noie7: Biopsy Guidance

NoteS: Elasiography

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

Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

(Divsion Sign-Onf)
Dvision of Radiologictil Qevicg

Office of In Vitro Diag .nostic DeViCe Evaluadon and Safety 008-7



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

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

Transducer: P4-2E

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

Clinical Application Mode of Operation ________

General (Track Spcfc(Tak I& 3) B M PW CWD Color Amplitude Combined Othber (specify')
I Only) SpcfcDoppler Doppler (specify) ________

Ophthalmic Ophthalmic- - - -

Fetal

Abdominal N N N N N N IN Note 1, 2,4,5,6,7

Ira-operalive (Speciy-)

beta-operative (Neuro)

Laparoscopic

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

Small Organ (Speciy-)E

Fetal Imaging & Neonatal Cephalic N N N N I N N N Note 1, 2,4,5,6,7

Other Adult Cephalic N N N IN I N NM N Note 1, ,4,5,6,7

Trans-rectal

Trans-vaginal

Trans-urethral- _________

Trans-esoph. (non-Card.) ____ ____

Musculo-skeletal (Conventional)

Musculo-skeletal (Superficial)

Ilntravascular

Cardiac Adult N N N N N N N Note 1, 2,4,5,6,7

Cardiac Pediatric N N N N _N N N Note 1, 2,4,5,6,7

Cardiac Intravascular (Cardiac) - - -

Trans-esoph. (Cardiac)
Intra-cardiac

Peripheral Peripheral vessel ____ ____ ____

vessel Other (Speci*) - - - -

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

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

lntaoperative includes abdominal, thoracic, and vascular etc.

**Small organ-breast, thyroid, testes.

-- *Other use includes Urology.

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

Note 2. Smart3D
Note 3:4D(Real-timne 3D)

Note 4: iScape

NoteS: TDI

Note6: Color M

Note7: Biopsy Guidance

Notes. Elastography

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

Concurrence of CORH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 801.109)

(Dmsion sign-off)

Divsion of Radiological Devices
Office of in vitro Diagnostic Device Evaluation and Safety 008-8
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Mindray Co., Ltd.- DC-S/DC-8 PRO/DC-S CV/DC-8 EXP/DC-SS Diagnostic Ultrasound System

System: DC-S/DC-S PRO/DC-S CV/DC-S EXPI DC-S Diagnostic Ultrasound System

Transducer: D6-2E

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

Clinical Application Mode of Operation ________

General (Track Spcfc(rc )B M PDCD Color Amplitude Combined Ote(sciy
I Only) pifcTrcI&3)8 WD C Doppler Doppler (specify) Ohe(sci)

Ophthalmic Ophthalmic _____________

Fetal N N N N N N Notel1,2, 3, 4,6

Abdominal N N N N N N Notecl,2, 3, 4,6

Intr-operative (Specify') ____

Intra-operative (Neurn)

Laparoscopic

Pediatric N N N N N N Notel1,2, 3, 4,6

Small Organ (Specify)

Fetal Imaging & Neonatal Cephalic
Other Adult Cephalic

Trans-rectal
Trans-vaginal

Trans-urethrul

Trans-esoph. (non-Card.) ________

Musculo-skelelal (Conventional) _______

Musculo-skeletal (Superficial) _ __________

Intravascular _________

Cardiac Adult

Cardiac Pediatric

Cardiac Intravascular (Cardiac)

Trans-esoph. (Cardiac) ____

Intra-cardiac

Peripheral Peripheral vessel ____

vessel Other (Speciy-*)- - - - - --

N~new indication: rpviously cteared by FDA; Wadded udrApni

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

*Intraoperative includes abdominal, thoracic, and vascular etc.

-*Snmall organ-breast, thyroid, testes.

***Other use includes Urology.

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

Note 2: Smart3D
Note 3:4D(Real-time 3D)
Note 4: iScape
Note5: TDI

Note6: Color M

Note7: Biopsy Guidance

NoteS: Elastography

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE NEEDED)
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Mindray Co., Ltd.- DC-8/DC-8 PRO/DC-8 GV/DC-8 EXP/DG-SS Diagnostic Ultrasound System

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

Transducer: DS-3E

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

Clinical Application Mode of Operation

Onerl)Tac Specific (Track I & 3) B M PWD CWD Color Amplitude Combine Other~seiy
IOl)Doppler Doppler (specify)

Ophthalmic Ophthalmic ________

Fetal N N N N N N Notel1,2, 3, 4,6

Abdominal N N N N N N Note12, 3, 4,6

Intra-operative (Specify-)

Intra-operative (Neuro)

Laparoseopic

Pediatric N N N N N N Notel1,2, 3, 4,6

Small Organ (Specify--) ________

Fetal Imaging & Neonatal Cephalic
Other Adult Cephalic

Trans-rectal

Trans-vaginal

Trans-urethrtal

Trans-esoph. (non-Card.)

Musculo-skeletal (Conventional) _____

Musculo-skeletal (Superficial) ____

Intravascular

Cardiac Adult
Cardiac Pediatric

Cardiac Intravascular (Cardiac)

Trans-esoph. (Cardiac)

Inira-cardiac __________

Peripheral Peripheral vessel ________

vessel Other (Specify**-) ____

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

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

*lntraoperative includes abdominal, thoracic, and vascular etc.

"*Small organ-breast, thyroid, testes.

*"Other use includes Urology.

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

Note 2: Smart3D
Note 3:4D(Real-time 3D)
Note 4: iScape

NoteS: TDI

Notefi: Color M

Note7: Biopsy Guidance

NoteS: Elastography

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

Concurrence of CDRH, Office of Device Evaluation(ODE)

Prescription USE (Per 21 CFR 80 1. 109)
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Mindray Co., Ltd.- DC-S/DC-S PRO/DC-8 CV/DC-8 EXP/DC-8S Diagnostic Ultrasound System

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

Trasducer: V I I-E

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

Clinical Application Mode of Operation

General (Track Spcfc(rc )B M PDCD Color Amplitude Combined Ote(sciy
I Only) Spcfc(rc )B M PDCD Doppler Doppler (specify) Ohr(pcf'

Ophthalmic Ophthalmic- - - - --

Fetal N N IN IN N N Note1, 2, 4A?,

Abdominal
fintra-operative (Speciy-)

fintra-operative, (Neuro) _________

Laparoscopic

Pediatric

Small Organ (Specify) ________

Fetal Imaging & Neonatal Cephalic
Other Adult Cephalic

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

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

Trans-urethral

Trains-esoph. (non-Card.)I

Musculo-skeletal (Conventional) _

Musculo-skeletal (Superficial) ____

Intravascular __________

Cardiac Adult __________________

Cardiac Pediatric

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

liumr-cardiac

Peripheral jPeripheral vessel __________

Ivessel Oter (SpecifyI N N N N N N Note 1, 2, 4,6,7

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

Additional comments: Combined modes.-B+M. PW+B, Color+B, Powver+B PW-iColor+B3, Pover+PW+B.

-Intaoperative includes abdominal, thoracic, and vascular etc.

**Small organ-breast, thyroid, testes.

"Other use includes Urology.

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

Note 2: Smart3D
Note 3:4D(Real-time 3D)
Note 4: iScape
Note5: TDI

Note6: Color M

Notel: Biopsy Guidance

NoteS: Blastography

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