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DEVICE ESTABLISHMENT AND CONTACT PERSON
Phil Chen
CHILIN TECHNOLOGY CO. LTD
No.7 1, Te Lun Road, Jen Te Hsian, Tainan County 717, Taiwan, R.O.C.
Ph: +886-6-279 - 4113 ext. 533
Facsimile: +886-6-249 -4751

DATE SUMMARY PREPARED
14 December 2005

DEVICE NAME
Trade Name: I .3MP Medical Color Reference Display, MDCl900-lLQ
MDC 1900-ILR

Common Name: Color LCD Monitor, Color Diagnostic Display, etc.
Classification Name: System, Image Processing, Radiological (CLASS II CER
892.2050)

PREDICATE DEVICE
RadiForce R1 2 19" Class Color LCD Monitor by EIZO NANAO
CORPORATION (K040982)

DEVICE DESCRIPTION
I.3MP Medical Color Reference Display, MDC1900-ILG (1LR) is a 19" color
LCD monitor that displays image for medical use. It provides 1.3 mega pixel
(1280 x 1024/1024 x 1280) resolution and enable the user to define desired
DICOM GSDF Gamma settings such as 1.8, 2.0, 2.2 and 2.4 for more precise
diagnose use in CT, MR, HIS and PACS. This device is not suitable for a
digital mammography system.

DEVICE OF INTEND USE
I.3MP Medical Color Reference Display, MDC190O-ILG (ILR) is intended to
use in displaying images for review and analysis by trained medical practitioner
for diagnose in CT, MRIf, HIS and PACS. This device is not suitable for a
digital mammography system.



CONCLUSION

I.3MP Medical Color Reference Display, MDC1900-ILG (1LR) has the same

intended use as the predicate device RI2, and they both share the similar

characteristics except some minor differences which do not raise new questions

of safety and effectiveness. The device does not contact with the patient nor

does it control any life sustaining device. Therefore we concluded that it is

substantially equivalent to R12 by EIZO NANAO CORPORATION (K040982).
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