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APPROVAL ~ l j ~ ~ h e i n l a n d  

EC Directive 93142lEEC Annex V, Article 3 
Quality Assurance System Production 

Registration No.: DD 6001 5631 0001 

Report No.: 30691113 004 

Boston Scientific Corporation 
One Boston Scientific Place 
Natick, MA  01 760-1 537 
USA 

For the Aspects of Manufacture Concerned with Securing 
and Maintaining Sterile Conditions - > -, 

Facilities: See Attachment No. 1 
Products: See Attachment No. 2 

The Notified Body hereby authorizes the quality management system established and applied by the 
company mentioned above. The requirements of Annex V, Article 3 of the directive have been met. ~ 

I 
This approval is subject t o  periodic surveillance, defined by Annex V, Article 4 of the aforementioned 
EC Directive, and can be used by the company with the manufacturer's declaration of conformity. I 

Cologne, 23.07.2007 

Rhe binland Product 
Accredited by 

Safety GmbH 
Zentralstelle der La1 

- 
nde 

Am 
!r fiir 

Koln 
Sicherheitstechnik (ZLS) and 

Zentralstelle der Lander fur Gesundheitsschutz bei Arzneimitteln und Medizinprodukten (ZLGI. 

Notified under No. 0 197 to the EC Commission. 

C ( The CE marking may be used if  all relevant and effective EC Directives are complied with. C ( 








