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The comparative study of dissolution of Self — made Entecavir tablets
and contrast angents

LI Rui — fang CHENG Xiu — min’

( College of Pharmacy Shandong University Jinan 250012 China)

Abstract Objective: To compare the in vitro dissolution behavior of Self — made entecavir tablets and the control
agents. Methods : According to the dissolution test conditions of carbamazepine tablets in Japans “quality of medical
drugs information set”  different carbamazepine products were inspected in pHI. 2 solution pH 4. 0 acetate buffer
pH 6. 8 phosphate buffer and water ( paddle 50 r * min~") . Results:The in vitro dissolution of self — made prepa—
rations and control preparations in 4 different dissolution media were similar. Conclusion :Self — made preparations
and control preparations consistent dissolution.
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mim ™' 254 nm, 2100 Lo 1.775 ¢ 1000
VP — ODS( 150 L x4. 6) . ml .
4
3 4
: o 12.5 mg( )
pH 1.2 ) 20¢g 50 mL
7 mL 1000 mL ;
. I mL 0.1 0.3
. -1
pH 4.0 © 0.05 mol ¢ L 0.5 0.7 0.9 pg 100
-1 .
0.05 mol * L 16.4:3.6 wL
pH 6.8 : 1.7 ¢ . 1
1
Tab 1 Results of standard curve
( medium) ( linear equation) ( correlation)
A =291275 x C +4205. 8 0. 9999
( water)
pHI. 2
A =294611 x C +3992.5 0. 9998
HI. 2 artificial gastric juice
P & J
pH4.0
A =287653 x C +5476. 8 0.9997
( pH4. 0 acetate buffer solution)
pH6. 8
A =289217 x C +4572. 4 0. 9999
( pH6. 8 phosphate buffer solution)
5 6
0.1 g 500 mL 0.5 pg * mL™'
10 min 6
100 L RSD
o o 2 o
2
Tab 2 Results of precision test
( medium) ( area) RSD /%
149928 149230 149351
0.22
( water) 148905 149278 149282
pHI.2 150287 151264 151178 0.6
( pHL. 2 artificial gastric juice) 150703 151289 151024 ’
pH4.0 150461 149875 150256 0,45
( pH4. 0 acetate buffer solution) 151227 150719 149278 ’
pH6. 8 149006 148217 149306 0.35
( pH6. 8 phosphate buffer solution) 148075 148908 149183 o
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12.5 mg( )
50 mL 0.5 pg * mL™!
: 2 mL . 100 pL
50 mL
(10 pg* mL™"); 10 pg * mL™' .
2.54.05.0mL 3 100mL o 3
3
Tab 3 Results of recovery test in 4 mediums for entecavir tablets
(%) ( recovery)
( medium) RSD/%
0.25pg * mL~! 0.4pug * mL™! 0.5ug * mL~!
99. 45 98. 84 99.27
100. 02 99. 38 98.03 0.75
( water)
99. 63 100. 35 98.35
98. 30 99.78 100. 16
pHI. 2
99.25 99. 85 100. 38 0.70
( pHI. 2 artificial gastric juice)
99. 12 99.01 100. 27
99. 11 98.90 99.15
pH4.0
" 100. 14 100. 01 99.76 0.46
( pH4. 0 acetate buffer solution)
99. 68 99. 16 99.92
99. 87 99.23 99.30
pH6. 8
" 99. 62 100. 35 98.63 0.61
( pH6. 8 phosphate buffer solution)
98. 56 100. 02 99.24
01246h
0.5 pg * mL™' RSD 4,
4
Tab 4 Results of stability test in 4 mediums for entecavir
( Area)
( medium) RSD /%
Oh 2h 4h 6h 8h
148705 149022 148283 149102 149740 0.36
( water)
pHI. 2
150041 151589 150372 150101 151038 0.44
( pH1. 2 artificial gastric juice)
pH4.0
149430 148392 149127 149025 148298 0.33
( pH4. 0 acetate buffer solution)
pH6. 8
149605 150027 149803 148966 149052 0.31

( pH6. 8 phosphate buffer solution)
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Fig 1 Dissolving curve of homemade preparations and contrast agents in the different midums
A. pH6.8 ( pH6. 8 phosphate buffer solution) B. pH4.0 ( pH4. 0 acetate buffer solution)
C. pHIL.2 ( pHL. 2 artificial gastric juice) D.  ( water)
10 o
4 5 min
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