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The p h y s i c a l  p r o p e r t i e s  o f  t a b l e t s  prepared t o  t h e  same composi t ion i n  t w o  
separate l a b o r a t o r i e s ,  A and 8, were found t o  be d i f f e r e n t .  Those produced in 
l a b o r a t o r y  A were harder ,  l e s s  f r i a b l e  and d i s s o l v e d  more r a p i d l y .  The 
d i f f e r e n c e  i n  d i s s o l u t i o n  r a t e  became more  marked a f t e r  s torage:  
d i s s o l u t i o n  i n  30 mins 
a t  37'C, compared w i t h  a decrease f rom 86.6% t o  37.4% f o r  t a b l e t  B. 

An i n v e s t i g a t i o n  was c a r r i e d  ou t  t o  determine t h e  e f f e c t  o f  changes i n  t h e  
e x c i p i e n t  source and p rocess ing  c o n d i t i o n s  on t h e  i n i t i a l  p r o p e r t i e s  and p h y s i c a l  
s t a b i l i t y  of  t he  t a b l e t s .  
were made a l t e r i n g  one f a c t o r  a t  a t ime. 

A l l  t a b l e t s  con ta ined  g e l a t i n  as a b inde r ,  wheat s t a r c h  as a d i s i n t e g r a n t  and 
l a c t o s e  and mann i to l  as d i l u e n t s ,  and were prepared by a c o n v e n t i o n a l  wet massing 
technique. I n  t h e  s tandard  process, t h e  wheat s t a r c h  was p a r t l y  i n t r a  and p a r t l y  
e x t r a g r a n u l a r ;  t h e  g ranu les  were f l u i d  bed d r ied ,  passed th rough  a 20 mesh and, 
a f t e r  b lend ing  w i t h  t h e  e x t r a g r a n u l a r  i n g r e d i e n t s ,  compressed on an inst rumented 
s i n g l e  punch t a b l e t  machine. The e f f e c t s  o f  v a r i a t i o n s  f rom t h i s  process on the 
d i s s o l u t i o n  and d i s i n t e g r a t i o n  p r o p e r t i e s  o f  t h e  t a b l e t s  a r e  shown i n  t h e  tab le .  
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t h e  % 
f o r  t a b l e t  A i nc reased  f rom 97.8% t o  100% a f t e r  8 months 

A s tandard process was d e f i n e d  and a s e r i e s  o f  batches 

$ Oissn a f t e r  30mins D i s i n t e g r a t i o n  Time (mins) 

Batch V a r i a t i o n s  I n i t i a l  4 ~ / 3 7 " ~  I n i t i a l  4M/37° c 
1- Source o f  g e l a t i n  
2- Source o f  s t a r c h  
3- A l l  s t a r c h  e x t r a g r a n u l a r  
4- Less water a t  massing s tage 
5- More water a t  massing s tage 
6- Longer massing t i m e  
7A Tray d r y i n g  
78 Standard process 
8A 10 Mesh g ranu les  
8B Standard process 
9A Rotary  t a b l e t  machine 
9B Standard process 
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The most s i g n i f i c a n t  d i f f e r e n c e  between t h e  p r o p e r t i e s  a f t e r  s to rage  occurred 
when t h e  source o f  s t a r c h  was v a r i e d  (Batch 2). 

The d i f f e r e n c e s  between t h e  batches of s t a r c h  were i n v e s t i g a t e d  by s e v e r a l  
techniques eg. scanning e l e c t r o n  microscopy, s i z e  ana lys i s ,  mo is tu re  con ten ts  
and s w e l l i n g  c h a r a c t e r i s t i c s .  
and a f t e r  s torage f o r  2 months a t  50°C. 
weight  median diameter and a lower mois tu re  content .  The s w e l l i n g  
c h a r a c t e r i s t i c s  were determined by e q u i l i b r a t i n g  a know weight  o f  s t a r c h  and 
water  f o r  30 mins a t  3 7 C .  The suspension was c e n t r i f u g e d  and t h e  r e s i d u e  
weighed t o  i n d i c a t e  t h e  amount o f  s w e l l i n g  o f  t h e  s t a r c h  g ra ins .  S ta rch  A 
showed a % weight i n c r e a s e  o f  92.7% i n i t i a l l y  and 130.4% a f t e r  s torage,  and 
s t a r c h  B 90.7% and 102% r e s p e c t i v e l y .  The inc reased  s w e l l i n g  power o f  S ta rch  A 
a f t e r  s to rage  may be t h e  cause o f  t h e  d i f f e r e n c e s  i n  t h e  t a b l e t  p r o p e r t i e s .  
The measurement o f  s w e l l i n g  power may p rove  u s e f u l  as a q u a l i t y  c o n t r o l  t e s t  fo r  
s ta rch .  

The s t a r c h  p r o p e r t i e s  were examined b o t h  i n i t i a l l y  
S ta rch  A was found t o  have a g rea te r  


