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Exhibit 2 NOY - 3 2007
510K Summary: K072532
DOOYANG SYSTEMS INC.
SK Techno Bldg. 7" Floor 16-4, Sungsoo 1-Ga, 2-Dong, Sungdong-Ku, Seoul,
133-710 Korea
TEL : 82-2-489-2612
FAX : 82-2-467-4915
Contact: Yun-Hwoi, Ku /Managing Director
Date: October 30, 2007

Identification of Device :

Proprictary-Trade Name: “Truepix LCD Medical Display Monitor” (Models : TX-5M, TX-3M,
TX-2M)

Classification Name: System, Image Processing, Radiological, Product Code: LLY

Common/Usual Name: Radiological Image Processing System, LCD Monitor

Equivalent Legally Marketed Devices:
Lumimed MM20, MM20 and MM50 Monitors, K052120

Indication for Use (Intended Use) :
Monochrome LCD Monitors {TX-5M, TX-3M, TX-2M) intended to be used in varicus kinds of
medical image application for which the device complics with the performance specified by the

manufacturer of the system. Not for use in mammography.

Description of the Device

Monochrome LCD Monitors(TX~6M, TX-3M, TX-2M) are used to display images such as X~
ray, MRI images, These meodels have resolulions of: 2560x2018, 2048x1536, 1600x1200.
These models have USB f(unctiens and an aptional photo sensor GFUI2-SEQO] made by
SEQUEL IMAGING INC. These models are certified 1o the ENGOSDT-1 medical safety standard,
The monilers use universal Power Supply compatible with ACLO0V~240V. 50/60Hz. The
graphics card needed for the personal computer is the Real Vision & Matrox Scries,

The monitors may be deployed in the portrait or the landscape position.



5. Safety and Effectiveness, comparison to predicate device

(672534
[art A

Lumimed MM20, MM30

New

fems and MM50 Mnilers, Truepix TX-2M Truepix TX—3M Truepix [X=5M
510(k) Numbers K052120 New
Manufactures Heeyoung ClI. Dooynag Systems Inc.
21.3"TFT 213" TFT 201" |FI

Panel Size and Type

21.3" /201" TFT
monochrome LCD display

monochrome | CN
display

maonochrome LCD
display

monochrome LCD
display

0.270mm x 0.270mm

Pixel Pitch 0.2115mm x 0.2115mm | 0.2/0mm x 0.270mm | C-2115mm x 8.158mm x 0.156mm
N 0.2115mm
0,156mm x 0,1568mm
Available Cabinet Black Black Black RBlack

Colors

Native Resolutions

1200x1 800{portrait)
1600x1200(landscape}
1536x2048{portrait)
2048x1536{landscape) or
2048x2580(portrait)
2560x2048(landscape)

1200%1 600 {portrait)
1600x1200 {landscape)

1536x2048 (portrait}
2048x1536 {landscape)

2048x2560 (portrait)
2HB0x2048
(landscape)

1000cd/m?2 900cd/m2

Brightness 8500d/m?2 1000¢d/m2 800cd/m2 850cd/m2
Contrast Ratio 700:1 700:1 6001 7001 70011 60011
Dot Clock 125MHz 130MHz 162MHz | 128MHz 130MHz 166.52MHz
ss USE USRH use .

Network Interface

(1 Up, 2 Downslream)

(1 Up, 4 Downstream)

{1 Up, 4 Downstream)

{1 Up, 4 Downstream)

Active Display Size
(Hxv}

432(H) x 324{V)
432(H) x 324{V)
300(H) x 319(V)

433.152x374 864mm

433.152x324.864mm

39§.36x319.428mm

Dimension (WxHxD}

472 x 495 x92
472 % 485 x92
438 x 458 x 98

505w x 505 hx 81 d

S05wx 505h x 81 d

445 wx 376 h x 890 d

Luminance Calibration

Software(Qptional)
Photo-sensor(Optional)

Software(Optional)
Photo—sensor{(QOptional)

Saftware{QOptional)
Pheote—sensor{Optianal)

Software{Optional)
Phote-sensor(Optional)

Fower

AC 100~240olts/B0Hz
DC 12V,6,67A

AC 100~240Volls/B60Hz
DC12V,6,67A

AC 100~240Volts/G0Hz
DC 12V.6,67A

AC
100--240Volis/60Hz
DC 12V,6,67A

6. Testing Information and Conclusion

In all material respects, the Truepix LLCI Medical Display Menitors are substantially equivalent to the
' predicate device, Testing was performed according to internal company procedures and the monitors
were safely certified to International Standard.

o~




Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

NOV - 3 2007

Dooyang Systems, Inc.

% Mr, Daniel Kamm, P.E.
Regulatory Engineer
Kamm & Associates

PO Box 7007
DEERFIELD IL 60015

Re: K072532
Trade/Device Name: Truepix LCD Medical Display Monitor
Regulation Number: 21 CFR 892.2050
Regulation Name: Picture archiving and communications system
Regulatory Class: II
Product Code: LLZ
Dated: September 4, 2007
Received: September 17, 2007

Dear Mr. Kamm:

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 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 requiremeénts for annual registration, listing of
‘devices, good manufacturinig practice, labeling, and prohibitions against misbranding and
adulteration,

If your device is classified (see above) into either class II (Special Controls) or class Il (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 898. In addition, FDA

- may publish further announcements concerning your dev1ce in the Federal Register.
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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 Section 510(k)
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 the market,

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance at one

of the following numbers, based on the regulation number at the top of this letter.

21 CFR 876.xxxx (Gastroenterology/Renal/Urology)  240-276-0115

21 CFR 884.xxxx (Obstetrics/Gynecology) 240-276-0115
21 CFR 892.xxxx (Radiology) 240-276-0120
Other ‘ 240-276-0100

Also, please note the regulation entitled, "Misbranding by reference to premarket notification”
(21CFR Part 807.97). For questions regarding postmarket surveillance, please contact CDRH’s
Office of Surveillance and Biometric’s (OSB’s) Division of Postmarket Surveillance at 240-276-
3474. For questions regarding the reporting of device adverse events (Medical Device Reporting
(MDRY)), please contact the Division of Surveillance Systems at 240-276-3464. 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 hitp.//www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

ﬁmaa/c (;’M-?ﬂﬁm-/

Nancy C. Brogdon

Director, Division of Reproductive,
Abdominal, and Radiological Devices
Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure



Indications for Use
510(k) Number (if known):___K072532

Device Name: “Truepix LCD Medical Display Monitor”

Indications For Use: Monochrome LCD Monitors (TX-5M, TX-3M, TX-2M) intended to be
used in various kinds of medical image application for which the device complies with the
performance specified by the manufacturer of the system. These monitors are not intended
for use in mammography.

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 Device Evaluation (ODE)
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fipsd by

(Difisioh Sign-0ff)

Division of Reproductive, Abdommal and

Radiological Devices
510(k) Number M 742525 ﬂ/;




