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EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex IT excluding Section 4

Mo. CE 588902
Issued To: Fortune Medical Instrument Corp

6F., No. 29, Sec. 2, Jhongjheng E.Rd.,
Danshuei Dist,

MNew Taipei City

251

Taiwan

In respect of:

The design, manufacture and final inspection of sterile urological catheters and accessories,
drainage tube and accessories, endotracheal tube, tracheostomy tube, reservoir,
gastrointestinal tube and accessories, silicone surgical ruler and silicone vessel ID loops and
non-sterile laryngeal mask tube.

on the basis of our examination of the quality assurance system under the reguirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of dass III products an Annex II section 4 certificate is required.

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

7

albert R-;umien, Regulatory Lead

&

First Issued: 2012-08-27 Date: 2019-02-25 Bwpiry Date: 2023-09-24

..making excellence a habit’
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Validity of this certificate i conditional on Ehe guaiity system being maintained o e reguirements of the Directive 25 demonstrated through e required
survedlanos adtivithes of the Notified Body. This approval esclindes all products designed and/or manufachured by a third party on Dehall of he oompaimy
amed on this certificate, unless specifically agreed with BSI
This certificate was issued sfecironically and is bound by the condilions of the conkract.
Irformation amnd Contact: BSL, Say Building, John M. Keynesplein 5, 1066 EP Amsterdam, The Netherlands Tel: + 31 20 346 O7BO
BSI Group The Netheriands BV registered in The Netherlands under 3336428
A memiber of BSI Group of Companies



