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EC Certificate - Production Quality Assurance

Directive 93/42/EEC on Medical Devices, Annex V

M. CE 589950
Issued To: Fortune Medical Instrument Corp

6F., Mo. 29, Sec. 2, Jhongjheng E.Rd.,
Danshuei Dist,

MNew Taipei City

251

Taiwan

In respect of

Those aspects of Annex V concerned with securing and maintaining sterile conditions in the
manufacture of sterile epistaxis device and catheter spigot.

an the basis of our examination of the quality assurance system under the reguirements of Coundil Directive
93/42/EEC, Annex V. The guality assurance system meets the requirements of the directive. For the placing on the
market of dass IIb and class III products an Annex III certificate is required.

For and on behalf of BSI, a Motified Body for the above Directive (Notified Body Number 2797):

T

Albert R-:';_nssien, Requlatory Lead
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