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	Boundaries of 13485:2016



Boundaries of 13485:2016:


Exclusion active implantable devices


Not Applicable, No implantable devices.
  
Exclusion for sterile medical devices

Not Applicable, *no sterile devices.

Particular requirement for sterile devices


Not Applicable, *no sterile devices.
*Some Human Med products are sterile. 

 Human med is a special case in that we a simply redistributing on behalf of human med, product is only handled via its outer packaging as supplied from Human Med Germany,  and the store room has been visited / approval of by Human Med  Germany. 
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