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Details on critical suppliers, outsourced processes and OEM not covered by the same quality management system (will not appear on the certificate)*:

File: MED_F_03.21.pdf    Revision: 2    Effective: 2014-02-28    TÜV SÜD Product Service GmbH

Please provide for each listed company the respective certificate,  
e.g. EN ISO 13485, EC Directive, ISO 17025 etc.

Manufacturer: Application identification:

Appendix C 
Details on critical suppliers, outsourced processes and OEM not covered by the same quality management system

Company name:
Address: 

Company name:
Address: 

Company name:
Address: 

Company name:
Address: 

Company name:
Address: 

Company name:
Address: 

Concerns 
the following 
products: 

Concerns 
the following 
products: 

Concerns 
the following 
products: 

Concerns 
the following 
products: 

Concerns 
the following 
products: 

Concerns 
the following 
products: 

Page 1 of 1

* E.g. for sterilization, packaging etc.
For the term ‘critical supplier’ see NBOG BPG 2010-1 and GHTF SG3/N17/2008. www.nbog.eu/2.html
http://www.imdrf.org/docs/ghtf/final/sg3/technical-docs/ghtf-sg3-n17-guidance-on-quality-management-system-081211.pdf
For definition of OEM see EK-MED 3.9 B 16. www.zlg.de/medizinprodukte/dokumente/antworten-und-beschluesse-ek-med.html

TÜV SÜD Product Service
Please submit this appendix together with the respective form.

TÜV SÜD Product Service
Please enter a short name of your company so that we can allocate the documents you submitted. 

TÜV SÜD Product Service
Please use the same ID as for the basic application.

http://www.nbog.eu/2.html
http://www.imdrf.org/docs/ghtf/final/sg3/technical-docs/ghtf-sg3-n17-guidance-on-quality-management-system-081211.pdf
https://www.zlg.de/medizinprodukte/dokumente/antworten-und-beschluesse-ek-med.html
TÜV SÜD Product Service
E.g. for sterilization, packaging etc.For the term 'critical supplier' see NBOG BPG 2010-1 and GHTF SG3/N17/2008.www.nbog.eu/2.htmlwww.imdrf.org/docs/ghtf/final/sg3/technical-docs/ghtf-sg3-n17-guidance-on-quality-management-system-081211.pdfFor definition of OEM see EK-MED 3.9 B 16www.zlg.de/medizinprodukte/dokumente/antworten-und-beschluesse-ek-med.htmlPlease use the links on the bottom of this appendix.

TÜV SÜD Product Service
Here you can add further activities of the critical supplier, e.g. packaging, warehousing, critical components,...
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