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Compliance Report

Applicant: Shanghai Weyuan Medical Device Co., Ltd

Address: No. 33 Fuqing Rd, Qingcun Town, Fengxian District, Shanghai,
China.

Product: LED Surgical Light, Halogen Operating Light. Shadowless
Operating Lamp

Type: See annex for details

Product Classification: Class |

The submitted technical files including test report of the above products
have been reviewed against the self declaration requirements of conformity
for CE marking according to Annex I & VII of the 93/42/EEC Medical
Device Directive (inclnding 2007/47/‘EC).
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Annex to Report (No. 02743 )

Shanghai Weyuan Medical Device Co., Ltd

Product Name Type
WYLED3, WYLEDS5, WYLEDS5/3, WYLED3/3,
WYLED5/5,WYLEDKA4,
WYLEDKL4,WYLEDKS, WYLEDKLS5,WYLED
LED Surgical Light K9, WYLEDKI12,WYLEDZMD,WYLED500,.WY

LEDL500,WYLED700,WYLEDL700,WYLED70
0/500,WYLEDS00/500,WYLED700/700,WYLED
200,WYLEDL200,WYJ-1, WYJ-3
WYZ500,WYZL500,WYZ700,WYZL700,WYZ7

Halogen Operating Light
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