
Exhibit B 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(c).

The assigned 510(k) number is: w, 4350o.

1. Submitter:

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

Shenzhen, 518057, P. R. China

Tel: +86 755 2658 2888
Fax: +86 755 2658 2680

Contact Person:
Li Dongling
Shenzhen Mindray Bio-medical Electronics Co., LTID
Mindray Building, Keji 12th Road South, Hi-tech Industrial Park,

Nanshan, Shenzhen, 518057, P. R. China

Date Prepared: October 16, 2006

2. Device Name: DC-6 Diagnostic Ultrasound System

Classification
Regulatory Class: It
Review Category: Tier 1'
21 CFR 892.1550 Ultrasonic Pulsed Doppler Imaging System (90-IYN)

21 CFR 892.1560 Ultrasonic Pulsed Echo Imaging System (90-IYO)
21 CFR 892.1570 Diagnostic Ultrasound Transducer (90-ITX)

3. Marketed Device:

DC-6 Diagnostic Ultrasound System is substantially equivalent to the following
devices: Toshiba NEMIO SSA-550A (K#010631) and FAMIO SSA-530A
(K#051500). Aloka SSD-5000 (K#012080), Philips iU22 (K#042540), Siemens
SONOLINE G60 S (K#052894) and Sequoia 512 (K#052410), Mindray DP-9900
(#K061189). 0042
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4. Device Description:

The DC-6 Diagnostic Ultrasound System is a general purpose, mobile, software

controlled, ultrasound diagnostic system. Its function is to acquire and display

ultrasound mages in B-Mode, M-Mode, Color mode, PW mode, Power/DirPower
mode or the combined mode (i.e. B/M Mode). This system is a Track 3 device that

employs an array of probes that include linear array and convex linear array with a

frequency range of approximately 2.5 MHz to 12 MHz.

5. Intended Use:

The device is intended for use by a qualified physician for ultrasound evaluation of

adult abdomen, adult cardiology, pediatric abdomen, pediatric cardiology, fetal
cardiology, gynecology, obstetrics (first trimester, second and third trimester), kidney,

prostate, thyroid, breast, and other small parts, and peripheral vascular (peripheral

artery and peripheral vein), and carotid scanning.

6. Safety Considerations:

The DC-6 Diagnostic Ultrasound System has been tested as Track 3 Device per the

FDA Guidance document "Information for Manufacturers Seeking Marketing

Clearance of Diagnostic Ultrasound Systems and Transducers" issued September
1997. The acoustic output is measured and calculated per NEMA UD 2 Acoustic

Output Measurement Standard for Diagnostic Ultrasound Equipment: 2,004 and

NEMA UD 3 Output Display Standard. The device conforms to applicable medical

device safety standards, such as IEC 60601-1, IEC 60601-1-2, IEC 60601-2-37 and

ISO 10993-1.

Conclusion:

The conclusions drawn from testing of the DC-6 Diagnostic Ultrasound System

demonstrate that the device is as safe and effective as the legally marketed predicate

devices.
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