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Pharmacokinetics Study of Single Administration of Lansoprazole in Healthy Volunteers
QIU Yu, YANG Nong, LUO Chen-hui, JIANG Yun, LIN Xiao-ping, LI Kun-yan(State Drug Clinical Research In-
stitute Office, Hunan Provincial Tumor Hospital, Changsha 410013, China)

ABSTRACT OBIJECTIVE: To investigate the metabolism of lansoprazole in healthy volunteers. METHODS: 12 healthy volun-
teers were given single dose of lansoprazole (15, 30, 45 mg), and the plasma concentration of lansoprazole was determined by
LC-MS/MS. RESULTS: Phamarcokinetic parameters of lansoprazole in 11 healthy volunteers after given single dose (15, 30, 45
mg) were as follows: #,:(1.44 +0.19) h, (1.56 £0.31) h and (1.64 £0.34) h; ¢ (854.8 £ 115) ng/ml, (1 562 +276) ng/ml and
(2 348 £448)ng/ml; £, (0.56 £0.15)h, (0.52+0.050)h and (0.56 +0.084)h; AUC,-.,(1 465 £438) ng-h /ml, (2 894+516) ng-
h/ml and (5 208 £ 1 112)ng-h /ml; AUC,-..(1 502 +434) ng-h/ml, (2 934 £517)ng-h /ml and (5 264 =1 139) ng-h /ml; V;
(21.80 £ 4.64)L, (23.30 £4.02)L and(20.64 + 3.67)L; CL(10.74 £2.99)L/h, (10.55 + 2.06)L/h and(9.02 £ 2.49)L/h; MRTo-. s
(1.97 +0.31)h,(2.02+0.31)h and (2.21 +0.36)h; MRTo-..(2.17 +0.31)h, (2.16 + 0.34)h and(2.32 + 0.40)h. Severe accumulation
of lansoprazole was found in a volunteer. CONCLUSIONS: Single dose of lansoprazole with intravenous dripping at low, medium
and high doses are all in line with linear pharmacokinetic characteristics. There are significant difference in #,, of lansoprazole in fe-
male and male volunteers at low dose, and there is no gender difference among other pharmacokinetic parameters.
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A. 15 mg;B. 30 mg;C. 45 mg
Fig 1 Plasma concentration-time curves superposition
graph of lansoprazole in 11 healthy volunteers after single

dose of Lansoprazole for injection with i.v. dripping

A. 15 mg;B. 30 mg;C. 45 mg
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Tab 1 Main pharmacokinetic parameters of lansoprazole
in 12 healthy volunteers after single dose of Lansoprazole for
injection (15 mg) with i.v. dripping

Zid# AUCy, AUCi., MRTy, MRTi.,
45 ng/heml ng/heml h h

CL, Cous
L/h Vol

tinsh fu,h ng/ml

1 13380 13700 1.83 203 156 050 1095 24.60 1001.0
2 14830 15170 2.01 220 146 050 9.89 20.79 8053
3 229.0 23170 2.16 225 140 1.00 648 1310 1031.0
4 9413 957.0 1.41 151 103 050 1567 2334 8694
5 19500 1983.0 243 260 162 050 757 17.67 9114
6 13570 14380 175 211 141 050 1043 2120  850.7
7 931.8 967.6 1.73 196 127 050 1550 2850  707.1
8 1999.0 20240 2.26 238 153 050 741 1632 980.0
9 13400 1393.0 2.15 247 175 050 1077 27.15 7439
10 12930 13280 2.20 241 149 050 1130 2423 7133

11820 12310 1.68 192 130 067 1219 2286  789.7

X 1464.65 150233 1.96 217 144 056 1074 2180  854.80

SD 43851 43451 031 031 009 015 299 464 11505

RSD 29.94 2892 1562 1422 1343 2751 2787 21.27 13.46
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Tab 2 Main pharmacokinetic parameters of lansoprazole
in 12 healthy volunteers after single dose of Lansoprazole for
injection (30 mg) with i.v. dripping

ZM# AUCh, AUCr., MRT MRTowy , ) 0 CLo (0 G
45 ng/heml ng/heml h h R Bl b T ng/ml

1 25100 25640 1.90 207 148 050 1170 2497 14170
2 28280  2893.0 232 256 1.84 050 1037 2749 14510
3 33210 33440 1.92 199 143 050 897 1845 1706.0
4 1987.0  2025.0 137 149 107 050 1482 2277 1649.0
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RSD 17.81 1763 1543 1548 1949 994 1951 1727 1767
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Tab 3 Main pharmacokinetic parameters of lansoprazole

in 12 healthy volunteers after single dose of Lansoprazole for
injection (45 mg) with i.v. dripping

ZE#  AUC., AUCr., MRTy, MRTy.,
H5 ng-h/ml  ng-h/ml h h

CL, Cosss
Dl

finsh fsh ng/ml

1 46500 46780 234 241 169 067 9.620 2352 1817.0
2 43750 44240 247 261 191 050 10.17 2797 1724.0
3 54160 54510 228 236 175 067 8255 2088 22280
4 28580 28940 1.37 145 098 050 1555 2198 21250
5 57280  5806.0 2.61 277 200 050 7750 2243 2158.0
6 44330 44630 2.00 207 137 050 1008 19.86 2329.0
7 56120 56370 2.15 220 160 050 7.984 1841 2966.0
8 59340 59810 2.52 261 177 067 7524 1918 2567.0
9 6936.0 7136.0 2.52 281 214 067 6306 19.50 2197.0
10 50370 5097.0 2.20 232 160 050 8.829 2036 2497.0
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