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ABSTRACT 

A formulat ion o f  Erythromycin s tearate t ab le t s ,  250mg/tablet, t h a t  

meets the  compedial spec i f i ca t ions  of the B r i t i s h  Pharmacopoeia 

Volume I1 1998(BP I1 98) was developed and evaluated f o r  i t s  

s t a b i . l i t y  i n  a  per iod of twenty four (24) months by accelerated 

s tab i  1  i t y  t e s t i n g  . 

Erythromycin i s  an a n t i  b i o t i c  used i n  the pharmaceutical indust ry .  

The developed formulat ion consis ts  o f  the  ac t i ve ,  m ic roc rys ta l l i ne  

c e l l  ulose, cross1 i nked po lyv i  ny lpy r ro l  idone, sodi um l a u r y l  

su l  phate, magnesi um stearate and c o l l o i d a l  s i  1  i ca i n  the r a t i o  

(73.64: 9.66: 1.8:  2.3: 9: 3.6) respect ive ly .  The t a b l e t t i n g  

method used i s  d i r e c t  compression using ryrocap punches. The drug 

i s  suscept ible t o  low pH and the  t ab le t s  were en te r i c  coated t o  

avoid i n a c t i v a t i o n  by the  ac i d i c  environment o f  the  stomach. The 

en te r i c  coat formulated consis ts  of span 80 and castor o i l  as 

p l a s t i c i z e r s ,  polyethylene g lyco l  6000 as a  hardening agent, 

ce l l u lose  acetate phthalate as f i l m  former and ethanol and acetone 

as solvents.  

The s t a b i l i t y  o f  the  formulat ion i n  24 months was tested f o r  by 

accelerated s t a b i l i t y  tes t ing .  The t ab le t s  were stored a t  a  

temperature of 37°C 2 2°C and 75 2 5% r e l a t i v e  humidi ty i n  an 

accelerated s t a b i l i t y  chamber f o r  twelve weeks. Assay, d i sso lu t ion  

d i s in teg ra t ion ,  f r i a b i l i t y ,  hardness, l oss  on dry ing  and 

i d e n t i f i c a t i o n  t e s t s  were ca r r ied  out  a t  i n t e r v a l s  o f  three(3) 

weeks and the  resu l t s  obtained showed consistency and were 

concordant w i t h  compedial spec i f i ca t ions .  


