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Exhibit #3 510(k) Summary
This 510(k} Summary is being submitted in accordance with the requirements of SMDA 1990 and 21 CFR 807.92.

Date of Submission: April 13, 2009

Sponser - XinAoMDT Technolopy Co., Ltd.
No. 2, Huaxiang Road, Econ. & Tech. Develepment Zone, Langfang, Hebei, 085001,
China, - '

Conta;ct_i’erson: Ms. Guo Jimhong
T: +86 0316 2596056
F: +86 0316 2596089

Correspondent : Ms. Diana Hong / Mr, lee Fu
Shanghai Mid-Link Business Consulting Co., Ltd
Suite 8D, No. 19, Lane 999, Zhongshan No.2 Boad(S)
Shanghai, 200030, China '

Proposed Device Open Magnetic Resonance Imaging System, MPF3000-111

Comon Name: System, Nuclear Magnetic Resonance Imaging

Classification: _ Class 11, LNH, 882.1000

Predicate Device: mStar MPF4500 (K073457)

Intended Use: Open Magnet ic Resonance Imaging System. MPFI000-T11 is an imaging device, and is

intended to provide the physician with physiological and clinical information,
obtained non-invasively and withcut the use of ionizing radiation. The MR system
produces transverse, coromal, sagittal and oblique images that display the
internal structure of the head, body or extremities. The images produced by the
MR system reflect the spatial distribution of protons (hydrogen nuclei) exhibiting
magnetic resonance. The NMR properties that determine the image appearance are
proton density, spin-lattice relaxation time {T1), spin-spin relaxation time (E)
and flow.

Device Description: Open Magnetic Resonance Imaging System, MPF3000-111 is a 0.3T permanent magnet
MRI system. It is composed of Magnet, Magnet Enclosure, Patient Tahle, Gradient
Coil, RF Transm‘ission Coil, RF Receiver Coil, Ciient PC, and Imaging Cabinet. The
system software, PROSPECT. based on Windows XP® Professional is aninteractive
progrgm‘with user friendly interface.

Testing Conclusion: Perfo;rmélnce testing was conducted to validate and verify that the proposed device,
Cpen Magnetic Resonance Imaging System, MPF3000-1T1 met all design spacifications
and' was substantially equivalent to the predicate device. The proposed device
complies with the following standards: I'EC 60601-1:1988+41:1991+A2:1995 / .IEC
60601-1-1:200¢ / TEC 60601-1~2:20014A1:2004 / NEM MS-1-2001 / NEMA MS 2-2003 /
NEMA MS 3-2003 / MEMA MS 5-2003 / NEMA MS 61091

SE Conclusion: Open Magnetic Resonance imaging System, MPF3000-I1I, is claimed to he
Substantially Equivalent {(SE) to the predicate device, mStar MPF4500 (K073457)
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Food and Drug Administration
9200 Corporate Boulevard

JuL 22009 Rockville MD 20850

XioAo MDT Technology Co., Ltd.

% Mr Ned Devine

Senior Staff Engineer, Program Reviewer
Underwriters Laboratories, Inc.

333 Pfingsten Road

NORTHBROOK IL 60062-2096

Re: K091669
Trade/Device Name: Open Magnetic Resonance Imaging System, MPF3000-111
Regulation Number: 21 CFR 892.1000
Regulation Name: Magnetic resonance diagnostic device
Regulatory Class: 1T
Product Code: LNH
Dated: June 3, 2009
Received: June 9, 2009

Dear Mr. Devine:
This letter corrects our substantially equivalent letter of June 18, 2009.

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval (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.

If your device is classified (see above) into either class II (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
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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 labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOfficessf CDRH/CDRHOffices/ucm115809.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.

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 (240) 276-3150 or at its Internet address
http.//www.fda.gov/MedicalDevices/ResourcesforYow/Industry/default. htm.

Sincerely yours,

§~ Janine M. Morris
Acting Director, Division of Reproductive,
Abdominal, and Radiological Devices
Office of Device Evaluation
Center for Devices and Radiological Health

Enclosure
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Premarket Notification
Section 510(k) Submission
e RefNo.: A2009-001-028
ﬁ%@}g Section Il Indication for Use

Sectionll  Indication for Use

51000 Number: (<09 /66 7

Device Name: Open Magnetic:Resonance Imaging System, MPF3000-Ii

Indications for Use:

~ Open Magnetic Resonance Imaging System, MPF3000-lllis an imaging device, and is intended to

provide the physician with physiological and cfinical information, obtained non-invasively and without
the use of ionizing radiation. The MR system produces- fransverse, coronal, sagittal and oblique
images that display the internal structure of the head, body or extremities. The images producsd by
the MR system reflect the spatial distribution of protons {hydrogen nuclei) exhibiting magnetic
resonance. The NMR properties that determine the image appearance are proton density, spin-lattice
refaxation time {T1), spin-spin relaxation time {E) and flow.

Prescription Use:__ +__ _, . ANDIOR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) | (21 CFR 801 Subpart C)

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