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6.1.2  Bulk Drug Substance (API)  
 

 
 
 
6.1.2.2 Organic Impurities:  Figure1 
 

 
 
 



6.1.2.2 Organic Impurities:  Figure 2 
 

 
 
 
 
6.1.2.6 Assay  
 

 
 
 
 
 
 
 
 
 
 
 



6.1.2 Tablets and Capsules (immediate release (IR) and extended release (ER)), 
Oral powders and granules, Oral solutions and suspensions (unit dose)  

 

 



 
 
 
6.1.4  Placebo (for tablets etc)  
 

 
 
 
 
6.1.5 Parenteral solution (Single Dose Containers)  
 

 
 
 
 
 
 
 



 
6.1.6 Placebo (for parenteral solution)  
 

 
 
 


