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"#$%!&$'()*+,-.)/0,!&$'12,&!&$)3$-45"65-/$&"78)'8)89 ":4)9#,(#!&$)3$-45
":43$%:;<4)#$=>6% fluidized bed rotary granulator ),=>6%?&!"65-/$&"78)/0,@&$9->@8&431<":4
#<&5$;6, A@% A8B pH 3>C&!<D& 7 :1%,1.,!&$)3$-45?E%3;6%#<F#G56GHIJK5(L5D)!(, 30 6%*&
)78)7-4@ A8B/$&*?&!A@% ?&!!&$9:86%":4MN;@&$ND<44E:)!&B ,.C&, 95%618!O68PA8B,.C& 

(30:70) A8B Q6@)Q3F1Q)Q6$P pH 6.8 )'8)89)!(:!&$@8&431<!8&4)/0,@-,.C&3&8 A3D)5=>6MN;
Q6@)Q3F1Q)Q6$P pH 11 )'8)89L5D)/8->4,@- ?&!,1.,,C&"65-/$&"78)'8)899->L:;5&)#8=6F:;<4 

3% HPMC  A8;<)#8=6F:;<4  8% Eudragit
 

 L30 D-55  ?&!!&$/$B)5(,!&$!$B?&4 ,&: 6% 

"65-/$&"78)'8)89 'F<D&5-!&$!$B?&4 ,&:9-> 18/30 )/0,/$(5&H$;648B 82.2  A8B5-31<4&
@C&#1R64KD 7.52 !$15 )5=>69C&!&$*E!+&S8(3J1HTPM,9;6%38&:?&! 4 F$(+19 #=6  A, B, C A8B D 

,C&5&9:@6F!&$8B8&4M, 0.1 ,6$P518!$:LO":$#86$(!)/0,)<8& 2 N1><"5% A8BQ6@)Q3
F1Q)Q6$P pH 6.8 6-! 45 ,&9- 'F<D&5-!&$/8:/8D6431<4&L:;5&!!<D&$;648B 80  9->)<8& 5 ,&9- 
4!)<;, A 9->MN;)<8& 20 ,&9- @C&I$1F)'8)899->)3$-45 E.,MI;!&$8B8&4M!8;)#-4%!1F"65-/$&"78)'8
)89?&! F$(+19 A )5=>63$<?:K:;<4 scanning electron microscope 'F<D&)'8)899->SD&,!$: 2 

N1><"5% 41%5-QU8P59->#%@J&' 

 

 

 

 

 

 

 

 

 

 

 

 

 



  

ABSTRACT 

 

The purpose of this study is to develope omeprazole pellets using direct 

pelletization techinque in a fluidized bed rotary granulator. Since omeprazole is  

unstable in the presence of heat, light and at the pH less than 7. The pelletization was 

carried out in the absence of light and at the temperature not more than 30 !C. Liquid 

binders employed were deionized water, aqeous alcoholic solution (95%Ethanol : water 

30:70) and pH 6.8 phosphate buffer. Discoloration of the pellets was observed. 

However, the discoloration was not noticed if pH 11 phosphate was used. The pellets 

were subsequently coated with 3% HPMC and 8% Eudragit
 

 L30 D-55. Sieve analysis 

of the coated pellets indicated that 82.2% was in the range of 18/30 mesh size. The drug 

content was found to be 7.52 g. Four commercially available preparations, namely A, B, 

C and D were evaluated for their dissolution characteristics in 0.1 N HCI for 2 hours and 

then in pH 6.8 phosphate buffer for 45 minutes. The results indicated that all products 

except A could release more than 80% of the drug with respected to the labeled amount 

at 5 minutes. Product A required 20 minutes to release 80% of the drug. The 

experimental coated omeprazole pellets produced comparable dissolution profile to the 

A product. Scanning electron photomicrographs revealed that the film was intact after  

2 hours in acid medium. 

 

 

 

 

 

 

 

 

 




