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Stability of lansoprazole and lansoprazole tablets
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ABSTRACT :OBJECTIVE To determine the stability of Lansoprazole and its tablets. METHOD Lanso prazole and its tablets are

exposed to light and heat while stored under the conditions of wet heat, room te mperature , cooling and coldness well packed, samples

are took out periodically and then the contents of Lansoprazole and its degradation product are determined by HPLC as well as the dis-

solution of the tablets . RESULTS Lansoprazole is unstable under light and heat , it can degrade after storing under wet heat for three

months with its contents’ descending by 10 % .

Also Lansopra-zole is unstable when storing at room te mperature and cool te mperature

while stable under coldness for 24 months . The tablets are unstable at room te mperature while stable under cooling . CONCLUSION

Lansoprazole is sensitive to light , heat and wetness. The term of validity is about two years .

KEY WORDS :lansoprazole ; tablets ; HPLC ; stability
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1

( No.980601)

Tab 1 Stability study results of Lansoprazole

( mo) ( mo)
(%) (%) (%) (%)
99 .48
5d 99 .58 10d 0.18% 99 .73
5d 0.31 % 99 .18 10d 0.51 % 98 .90
40 C 0.5 0.24 % 99 .04 1 0.38% 98 .24
RH75 % 2 0.89 % 96 .08 3 2.92% 90 .82
3 99 .46 6 99 52
12 0.85 97 .11 18 1.61 94 32
24 3.16 89 .79
3 99 .66 6 99 40
12 0.41 98 .14 18 0.98 96 19
24 1.47 93 .63
3 99 .32 6
99 .42
12 100 .05 18
99 .31
24 0.36 98 .74
2 ( No.980611)
Tab 2 Stability study results of Lansoprazole tablets
( mo) ( mo)
(%) (%) (%) (%) %) (%)
91 .2 99 .81
5d 91 .4 99 .76 10d 0.21% 90.5 99 .02
5d 90 .5 99 .20 10d 0.32% 89.2 98 .62
40C 0.5 90 .5 99 .68 1 0.383% 90.2 98 .91
RH75 % 2 0.91 % 86 .2 93.51 3 2.81% 80.1 90 .21
1 92.3 99..61 3 90 .5 100 .1
6 91 2 99 .38 12 89 .5 100 .2
18 88 .7 99 .51 24 0.29% 86 .4 98 .68
1 92.3 100.3 3 90 .8 99 .25
6 91 .3 100.1 12 90 .2 99 .62
18 89 .8 99 .38 24 88 .1 99 .29
Agents Che mothe ,1991 ,3 :490 .
[3] ( )[S]. WS134(X%106)-98.
[1] Hideain, Nobuhiroi, Hiroshis. Differences in the antisecrerory [4] HPLC LJ1.
action of the protomrj pump in hibitor AG 1749 (lansoprazole) 1998 ,14(4) 1247 .
and the his tamine H, receptor antagonist famotidine in rats and [5] > >
dogs[ J ] .Japan J Pharmacol ,1991 ,55 :425 . [J7. ,2001,12(3) 171 .
[2] omoyuki I, Hiroshis, Masafumi N, et al.Lansoprazole a novel [6] -2000 [ M].2000: XD
:2002-02-19

benzi midazole proton pump inhibitor and its relared compounds

have selective activity against helicobacta pylori[ J]. Antimicrob

¢ 205 -





