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Stability of spironolactone in oral liquids prepared from tablet in vehicle 

formulated with and without hydroxypropyl-J3-cyclodextrin 
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HPLC high performance liquid chromatography 1l 

HP-P-CD Hydroxypropyl-p-cyclodextrin 

mg milligram II 

ml milliliter ' mm millimeter 

nm nanometer 

rpm round per minute 

RSD relative standard deviation 

SEM standard error of mean 

tR retention time 

Ill microliter 

llg microgram 

uv ultraviolet 
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To investigate the effect of hydroxypropyl-P-cyclodextrin (HP-0-CD) on the solubility 

and stability of spironolactone, six batches of two formulations, either with or without HP­

P-CD, of spironolactone extemporaneous oral liquids were prepared. They were filled in 

polyethylene plastic prescription bottles and stored at 30°C. The amounts of 

spironolactone in formulations as well as in solubility samples were determined by a 

developed stability-indicating HPLC-DAD method. Microbial stability, pH and physical 

appearance were also monitored. The results demonstrated that the solubility of 

spironolactone in HP-0-CD containing formulation was about 13 times higher than that in 

formulation without HP-{:)-CD. However, spironolactone in HP-{:)-CD containing formulation 

was unstable. At 1 week, spironolactone remained only 86.05 ± 1.64% (mean± SO) and pH 

decreased from 6.85 ± 0.21 to 6.22 ± 0.03. The HP-0-CD-free formulation was stable for at 

least 6 weeks with the remaining amount of spironolactone of 93.81 ± 1.69%, the microbial 

stabi~ity sti~~ remained within the specification and no si~nificant chan~es in physical 

appearance observed. The pH decreased from 6.76 ± 0.18 to 6.28 ± 0.11. 


