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Declaration of Conformity   

   

Manufacturer    Jiangsu Kanghua Medical Equipment Co., Ltd.  

Address        sanhekou,213115, Changzhou, Jiangsu,P.R.China    

 

European        Shanghai International Trading Corp. GmbH(Hamburg) 

Representative    Eiffestrasse 80, 20537 Hamburg Germany  

 

Product          Disposable Catheter tip Syringes 100ml 

Model code       appendix 1  

Classification (MDD, Annex Ⅸ): Ⅰms  rule 2 

 

Conformity assessment route: Annex V.3 

 

We herewith declare that the above mentioned products meet the provisions of the following EC Council 

Directives and Standards. All supporting documentations are retained under the premises of the 

manufacturer. 

DIRECTIVES 

General applicable directives: 

Medical device directive: Council Directive 93/42/EEC of 14 June 1993 concerning medical devices 

(MDD 93/42/EEC), amended by Directive 2007/47/EC of 5 September 2007. 

 

Standards Applied: appendix 2 

 

Notified Body:     TUV SUD Product Service GmbH, Ridlerstr.65, 80339 

    Munich, Germany  

NB Identification number: 0123 

Certificate: G2MS 0458790017 Rev.01 

Expiry date of the certificate: 2024-05-26 

Start of CE Marking: 2015-01-02 

Place, date of issue:  Jiangsu Kanghua Medical Equipment Co., Ltd. 

sanhekou,213115, Changzhou, Jiangsu,P.R.China, 2019-09-30 

 

 

 

Signature                            
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