Compliance Report

Applicant: LONGKOU SANYI MEDICAL DEVICE CO., LTD.
Address: West Road, 2 Kilometers North of Huangcheng Bus Station,
Longkou, Shandong, China

Product: Radiation Proof Skirt, Radiation Proof Collar, Radiation
Protection Clothing, Radiation Proof Cap, Medical Ray
Protection Curtain, Medical Ray Protective Mask, Medical
X-Ray Protective Screen, Medical X-Ray Protective Gloves,
Medical X-Ray Protection Hanging Screen, Medical X-Ray
Protective Glasses, Medical Radiographic Gonadal Protection
Curtain

Type: See annex for details

Product Classification: Class I

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
(including 2007/47/EC).

The review result of the technical files and test report support the self declaration for
the devices listed above. The test report and the technical files are the annex of this
report and should be used together.

Where the manufacturer affix’s the CE marking to the product listed they must ensure
that all the requirements of the appropriate EU directive(s) have and continue to be
met.

This report is not a certificate of conformity.
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