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The s t a b i l i t y  t e s t i n g  program o f  10% w /v b u ffe r e d  s o lu t io n  was
d esig n ed  to  a s s e s s  th e  in f lu e n c e  o f  p h a rm a ceu tica l b u f f e r s ,  so u r c e s  o f  
s o lv e n t  and p ack agin g  m a te r ia ls  on th e  d e g ra d a tio n  o f  PVP-I s o lu t io n .  The 
q u a n t i t a t iv e  a n a ly s i s  was perform ed by d eterm in in g  o f  a v a i la b le  io d in e  as  
o f f i c i a l  in  USP XX.

I t  was found t h a t ,  a t  th e  same b u ffe r  c o n c e n tr a t io n  and th e  i n i t i a l
pH o f  5 . 5 ,  10% w /v  PVP-I s o lu t io n  in  p h osp h ate b u f fe r  was more s t a b le  than  in  
a c e ta te  or c i t r a t e  b u f f e r  w hereas th e  s o lu t io n  in  c i t r a t e  b u ffe r  co u ld  
m a in ta in  pH b e t t e r  than  in  th e  o th e r  tw o. The s o lv e n t  sh o u ld  be d i s t i l l e d  
w a ter . The s o lu t io n  o f  10% w /v PVP-I b u ffe r e d  s o lu t io n  sh o u ld  be f i l l e d  
in  p o ly e th y le n e  b o t t l e .

d e g r a d a tio n . Then, th e  appearance d e g r a d a tio n  r a t e  was g r a d u a lly  
d e c r e a se d . F in a l ly ,  th e  d eg ra d a tio n  was p o s tu la te d  to  be zero ord er  
r e a c t io n .  Thus, In ca se  o f  10% w /v PVP-I s o lu t io n  fo r m u la tio n  in  b u f f e r ,  
PVP-I sh o u ld  be e x c e s s iv e ly  added to  m ain ta in  th e  q u a n t ity  o f  a v a i la b le  
io d in e  a f t e r  i n i t i a l  r a p id  d eg r a d a tio n .

A v a ila b le  io d in e  d ecrea sed  r a p id ly  a t  th e  i n i t i a l  s t a t e  o f  th e
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