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Naproxen t a b l e t s  com m ercia l ly  a v a i l a b l e  i n  Thai land  were i n v e s t i g a t e d  
i n  order to  a s s e s s  the b i o e q u i v a l e n c e  o f  tj^e l o c a l  manufactured brands  
r e l a t i v e l y  to the o r i g i n a l  brand,  Naprosyn . These t a b l e t s  were e v a lu a t e d  
both i n  v i t r o  and i n  v i v o .

The i n  v i t r o  s t u d i e s  in c l u d e d  the c o n te n t  of  a c t i v e  i n g r e d i e n t ,  
h a r d n e s s ,  d i s i n t e g r a t i o n  time and d i s s o l u t i o n  r a t e s  i n  both s im u la te d  g a s t r i c  
f l u i d  and s i m u la ted  i n t e s t i n a l  f l u i d .  The c o n te n t  o f  a c t i v e  i n g r e d i e n t  o f  a l l  
brands were w i t h i n  the range of l i m i t a t i o n  as  s p e c i f i e d  by th e  United S t a t e s  
Pharmacopoeia XXI monograph. The hardness  o f  t a b l e t  ranged from 4 .5 2  -  0 .3 9  
to more than 20 k p . ,  and s t a t i s t i c a l l y  s i g n i f i c a n t  d i f f e r e n c e s  among a l l  
brands were observed  (p < 0 . 0 5 ) .  A l l  n ine  brands o f  naproxen t a b l e t s  met the  
United S t a t e  Pharmacopoeia XXI s p e c i f i c a t i o n  for d i s i n t e g r a t i o n  t im e ,  w i t h i n  
30 m in u te s ,  however they  were s t a t i s t i c a l l y  s i g n i f i c a n t  d i f f e r e n c e s  (p < 0 . 0 5 ) .  
The d i s s o l u t i o n  r a t e  c o n s t a n t s  o f  th e s e  n ine  brands i n  s im u la te d  g a s t r i c  flijiid 
and s im u la te d  i n t e s t i n a l  f l u i d  rangeij from 0 . 5 5  ± 0 .09  to 2 .0 3  ± 0 . 3 5  hour , 
and 0 .76  ± 0 . 2 0  to  6 . 2 2  ± 1.96 hour , r e s p e c t i v e l y .  S t a t i s t i c a l  r e s u l t s  of  
d i s s o l u t i o n  r a t e  c o n s t a n t s  showed s i g n i f i c a n t  d i f f e r e n c e s  (p < 0 . 0 5 )  between  
brand A and brands B, D, E, H, I i n  s im u la te d  g a s t r i c  f l u i d  and between brand 
A and brands B, จ, H, I i n  s i m u la ted  i n t e s t i n a l  f l u i d .

The b i o a v a i l a b i l i t y  of  f i v e  brands of  naproxen t a b l e t s  w i th  d i f f e r e n c e s  
i n  d i s s o l u t i o n  c h a r a c t e r i s t i c s  were s t u d i e d  i n  8 Thai h e a l t h y  male v o l u n t e e r s  
u s i n g  a c r o s s o v e r  e x p er im en t .  A s i n g l e  dose o f  250 mg. naproxen t a b l e t  was 
o r a l l y  a d m in i s t e r e d  to i n d i v i d u a l  o v e r n i g h t  f a s t e d  s u b j e c t s .  Plasma naproxen  
l e v e l s  were de termined by a s p e c i f i c a l l y  h igh  performance l i q u i d  
chromatographic method.  I n d i v i d u a l  p lasm a-t im e  p r o f i l e  was ana lyzed  a cco rd in g  
to  noncompartmental  method.  R e s u l t s  showed t h a t  no s t a t i s t i c a l l y  s i g n i f i c a n t  
d i f f e r e n c e s  (p > 0 . 0 5 )  i n  both the r a t e  and the e x t e n t  o f  naproxen a b s o r p t io n  
among the f i v e  brands s t u d i e d  were o b s e r v e d .  These i n d i c a t e d  t h a t  the  four  
l o c a l  manufactured brands o f  naproxen t a b l e t s  were b i o e q u i v a l e n t  to the  
o r i g i n a l  brand.

There were no s t a t i s t i c a l l y  s i g n i f i c a n t  l i n e a r  c o r r e l a t i o n  between
h a r d n e ss ,  and d i s i n t e g r a t i o n  time or d i s s o l u t i o n  r a t e s  in  both d i s s o l u t i o n
media o f  a l l  brands s t u d i e d  (p > 0 . 0 5 ) .  The d i s i n t e g r a t i o n  time and the
i n  v i v o  parameters  (AUC , Ka, Cp , T ) were not  c o r r e l a t e d  (p > 0 . 0 5 ) .
The d i s s o l u t i o n  r a t e  c o n s t a n t s  i n a§ o th mâ ï s s o l u t i o n  media and the i n  v iv o
parameters  (AUC , Ka, Cp , T ) were n o t  s i g n i f i c a n t l y  c o r r e l a t i v e  as w e l l  / /-! AP\ o max max(p > 0 . 0 5 ) .
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