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Module 6. Data requirements table 
DR code Requirement Description/notes Method1/reference Form/template 

6.0  Module 6 index Identification of supporting information included 
within Module 6 to address the data 
requirements. 

 • Template: Module 6 
index 

6.1 Site master file(s) 
(SMFs) 

Inclusion of all SMFs related to the production of 
the product. 

Implementation guidance – 
Guidance for development 
of SMFs 

 

 

 
1 Methods identified should be used for the generation of data. Additional and/or alternative methods may be proposed by applicants provided that complete description of the method and 
validation is included. 
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