
 
 

 

 

 

 

European Declaration of Conformity 
 

This Declaration of Conformity for McCartney Tube™ is based on the conformity assessment to the requirements of  
Annex V, Council Directive 93/42/EEC of 14 June 1993, according to the EC Conformity Certificate (CE 649503) issued for  
the first time on 28th of February 2017 and delivered by BSI Group, The Netherlands B.V., (Notified Body Number:  
2797). The O.R. Company Pty Ltd declares that McCartney Tube™ conforms to the essential requirements in  
accordance with Annex I, Council Directive 93/42/EEC of 14 June 1993.  The CE marking for McCartney Tube™  
must be affixed by The O. R. Company Pty Ltd (manufacturer) in accordance with Article 17, Council Directive 93/42/EEC  
of 14 June 1993. 

 
Manufacturer's Name:  The O. R. Company Pty Ltd  
Business Address:  1/32 Silkwood Rise, Carrum Downs, 3201, Victoria, Australia  
Device:    McCartney Tube™  
Device Codes:   35-TV, 45-TV 
Classification:   Class IIa  
Classification rule: Rule 5 of Annex IX, Council Directive 93/42/EEC of 14 June 1993 

 
The O. R. Company Pty Ltd shall maintain a documented Quality Management System according to Section 3, Annex V, 
Council Directive 93/42/EEC of 14 June 1993 to ensure continued adequacy and efficacy based on the Quality 
Management System certification, ISO 13485:2016 & EN ISO 13485:2016 Certificate Number: MD 649506 issued by BSI 
Assurance UK Limited located at 389 Chiswick High Road, London W4 4AL, UK.  
The O. R. Company Pty Ltd shall inform BSI Group, The Netherlands B.V., (Notified Body Number: 2797) of any plan for 
substantial changes to the Quality Management System according to Section 3, Annex V, Council Directive 93/42/EEC of 
14 June 1993. The O. R. Company Pty Ltd shall fulfil the obligations imposed by the approved Quality Management 
System that is subjected to surveillance by BSI Group, The Netherlands B.V., (Notified Body Number: 2797) according to 
Section 4, Annex V, Council Directive 93/42/EEC of 14 June 1993.  The O.R. Company Pty Ltd shall fulfil the obligations for 
technical documentation of McCartney Tube™ according to Section 6, Annex V, Council Directive 93/42/EEC of 14 June 
1993.  
The O.R. Company Pty Ltd shall institute and maintain an up to date a systematic procedure to review experience gained 
from McCartney Tube™ in the post-production phase according to Section 3, Annex V, Council Directive 93/42/EEC of 14 
June 1993 and to implement appropriate means to apply any necessary corrective action.  
 

                                                               

                                     

 

Name: Amesha Silva 

Position: Quality Assurance & Regulatory Affairs Manager 

Place of issuance: The O.R. Company Pty Ltd 

Date:                                    26th April 2021  

 
European Authorized Representative: Registered Address: Obelis s.a. 

Bd. Général Wahis 53 
B-1030 Brussels, Belgium 

 Phone: 32.2.732.59.54 

 Fax: 32.2.732.60.03 

 E-mail: mail@obelis.net 

 Representative: Mr. Gideon ELKAYAM (CEO) 
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