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Background 



Determination of Thermodynamic Solubility of Active 

Pharmaceutical Ingredient for Veterinary Species 

 Thermodynamic solubility 

 

– Use of shake flask method 

 

– Use of others validated techniques 

 

– Time to equilibrium or saturation 
 

 

 

Workshop outputs (Nov 7 – 8, 2012) 



 Determination of Thermodynamic Solubility of Active 

Pharmaceutical Ingredient for Veterinary Species 

 Dogs  

– Media composition: buffer according to USP 

– pH: 1.2, 4.6, and 6.8 

– Temperature: 39°C 

 

 Cattle 

– Media composition: pH 2.5 HCl, pH 3.5 acetate buffer, pH 5.0 

phosphate buffer and volatile fatty acids (VFA), pH 6.8 phosphate 

buffer, pH 6.8 phosphate buffer with VFA 

– Temperature: 38.5°C 
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Workshop outputs (Nov 7 – 8, 2012) 



 Pharm. Forum 39(4) [July – Aug. 2013] 
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Workshop Report 



 Collect more information about the conditions for 

cattle 

 Publish new Stimuli article with the rational for the 

new general chapter 

 Develop the text for the chapter  

 Next possible species: cats and pigs 

 Workshop – March 14 – 15, 2016 

Next steps 
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 http://www.usp.org/usp-nf/key-issues/key-issue-standards-veterinary-drugs 

 

Web Page for Veterinary Topics 
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