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DECLARATION OF CONFORMITY 

European Medical Device Directive 93/42/EEC 

This declaration of conformity is issued under the sole responsibility of the manufacturer. 

Manufacturer: Medtronic CryoCath LP   

9000 Autoroute Transcanadienne 

Pointe-Claire, Quebec, H9R 5Z8 

Canada 

  

Authorized Representative: Medtronic B.V. 

Earl Bakkenstraat 10 

6422 PJ Heerlen  

The Netherlands 

Tel: 31-45-566-8000 

 

Device Name(s)/ Model Number(s)/Class:   

Device Name Model Number Classification / Rule 

Coaxial Umbilical Cable 203CX, 203CXC Class I sterile / Rule 1 

Electrical Umbilical Cable 2035U, 2035UC Class I sterile / Rule 1 

Manual Retraction Kit 20MRK Class I sterile / Rule 1 

 
Conformity Assessment Route: Medical Devices Directive (93/42/EEC) Annex II without II.4, Full 

Quality Assurance System 

  

Certificate(s) number: EC Full Quality Assurance: G1S 074486 0028 Rev. 00 

  

Notified Body: TUV SUD Product Service GmbH 

Ridlerstrasse 65 

80339 Munich  

Germany 

  

Notified Body Number: 0123 

  

Standards Applied: Harmonized Standards per Essential Requirements Matrix 

 

Statement 

We, the manufacturer, hereby declare that the above-mentioned products comply with the European Medical Device 

Directive 93/42/EEC, including amendments issued. All supporting documentation is retained under the premises of 

the manufacturer. 

 
Approval 

Place:  Pointe-Claire, QC, Canada 

Date of Declaration 

validity: 

Refer to Effectivity Date in the electronic documentation system  

Name & Title: Refer to electronic signature  

Signature & Date: Refer to electronic signature  

 

Non-electronic signature and date available upon request 
 








