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GMP Statement Regarding Planer Products 
 
Most Pharmaceutical companies are required to operate within Good Manufacturing Practice (GMP) regulations.  Other 
related areas include distribution (GDP), Laboratory (GLP) and Clinical Practice (GCP).  These are collectively referred to 
as GxP. 
 
The scope of GMP Directive 2003/94/EC clearly states that it is aimed at Medicinal Products and Investigational Medicinal 
Products. 
 

 
 
The definition of a Medicinal Product from 2001/83/EC is: 
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The definition of an Investigational Medicinal Product from 2001/20/EC is: 
 

 
 
What does this mean for Planer Equipment? 
 
Planer Ltd is a Medical Device Manufacturer, not a pharmaceutical company. 
 
Clearly the products manufactured by Planer are neither a Medicinal Product nor an Investigational Medicinal Product.  They 
are not a substance either.  The products manufactured at Planer fall outside of scope of the GMP Directive. 
 
The GMP regulations do not therefore apply to Planer Ltd. 
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