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pH Formulation 
Raw materials 
Process 
parameters 
Scale/equipment 
Site 

Low Stability results 
remained within a 
relatively narrow range 

Acceptable  

Viscosity Formulation 
Raw materials 
Process 
parameters 
Scale/equipment 
Site 

Low Acceptance criteria 
have bee revised to 
include upper and 
lower limits; results 
remain stable on 
storage at RT 

Acceptable  

Microbial 
limits 

Formulation 
Raw materials 
Process 
parameters 
Scale/equipment 
Site 

Low Adequate controls 
have been established 
in the drug product 
specification  

Acceptable  

Leachables Formulation 
Raw materials 
Process 
parameters 
Scale/equipment 

Moderate Extractable and 
leachable data 
provided; no 
significant levels of 
leachables observed 

Acceptable  

Container 
size (tube fill) 

Formulation 
Container closure 
system 

Moderate  
 

 

Acceptable  
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