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1. Company Identification

MITSUBISHI ELECTRIC CORPORATION

KYOTO WORKS

1 Zusho Baba, Nagaokakyo city,

Kyoto 617-8550

2. Contact Person

Aid Nakamura (Mr.), Manager

VCP Engineering Group 1

Professional Electronics Department

Tel: 011-81-75-958-3510 Fax: 011-81-75-958-3708

3. Date of Submission

May 2, 2006

4. Establishment Registration No.

Not assigned yet

5. Device Trade name

Digital Printer P6000D series Model P6000DU

6. Common Name

Medical Image Hardcopy Device

7. Classification

Medical image hardcopy device was reviewed by the Radiology Panel and classified in Class

II per 21 CFR 892. 2040.



8. Product Code

LMC

9. Description of Device

Digital Printer P6000D series Model P6000DU receives signals from diagnostic imaging

equipment or a personal computer, and automatically prints and ejects the received image

data on 8x10" sized film/thermal paper. It does not incorporate laser scanning unit. The

control unit processes and controls image data and performs control of the whole device.

This device is not intended for mammography use.

10. Intended Use

Digital Printer P6000D series Model P6000DU receives signals from diagnostic imaging

equipment or a personal computer, and automatically prints and ejects the received image

data on the film/thermal paper. This device is not intended for mammography use.

11. Compliance Standard

Digital Printer P6000D series Model P6000DU complies with the following standards:

UL60601-1 - Medical Electrical Equipment, Part 1: General Requirements for Safety

IEC60601-1-2 - Medical electrical equipment - Part 1-2: General requirements for safety -

Collateral standard: Electromagnetic compatibility - Requirements and tests

12. Predicate Device

Drystar 5300M manufactured by Agfa Corporation, 510(k) No.: K032635.

13. Technological Characteristics

Digital Printer P6000D series Model P6000DU has same technological characteristics as

Drystar 5300M. Model P6000DU uses a thermal process to produce medical images.

14. Conclusion

Based on above-mentioned items, it is concluded that Digital Printer P6000D series Model

P6000DU is substantially equivalent to the predicate device.








