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Study of om eprazole enteric-coated capsules on its pharmacokinetics and relative bioavailability in man
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ABSTRACT OBJECTIVE: T o study the pharm acok inetics and relative bioavailability of om eprazole enteric-coated capsules in
healthy subjects. METHOD: A random ie controlled self-crossed study was carried out. 40mg of the test drug Kin-kong and
the control drug Losec were given to 8 male healthy volunteers. Plasma concentrations were measured by HPLC. RESULTS:
It was found that the two capsules obeyed one-com partment open m odel. The main pharmacokinetic parameters were: the lag
time (Tue) of test drug and control drug were 1. 36X 0. 92h and 0. 90X 0. 42h, respectively after gastrointestinal tract
absorption, the mean peak plasma concentrations (Cna) were 0. 281 0. 20m g/L and 0. 3%+ 0. 20m g/L respectively, the mean
time (Tmw) were 3. 69 1. 46h and 2. 22% 0. 74h respectively, the area under the curve (AUC) were 1. 71X 1. 20mg/L* h
and 2. 44% 0. 74m g/L/h respectively, and the half clearance time (Ti/) were 2. 34% 0. 61h and 2. 22F 0. 70h respectively.
The relative bioavailability of Kin-kong was 102. 5 16.1%. There was no statistical significant difference between CONBA
product and Sweden product on bioequivalent.
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losec 40m g, 2,
, 7- 8 \ 2h , 6h
, 1.6
0.5,1.0,1.5,2.0,3.0,
, 4.0,6.0,7.0,8.0,10.0,12.0  16. Oh, 5ml,
8 , - 20C . 1.
11994 Om 1, 0. 5Sm1(0. 5m NaHPO4) (pH= 8.5),
6~ 11 . 0. 25gNaCl 1m in, 6m 1 s
1 Smin ,;3000rpm 15m in, Sml
1.1 \ s 3.2m1 s
( ), 20mg/ 2000 rpm 15m in. 50ul ,
940308, ;
2 (LOSEC, )5 20m g/ (CV%)= 2.5% 0. 45%
, 3180, Astra ; (n= 4); (CV% )= 4.84% 2.88% (n= 4);
. . . 0. 04~ 0.39ug/ml
, ,r=0.9933(n= 5). y= 0. 006h+ 0. 037ug/m I(h
1.2 )
LC-9A ; SPD-1 (s/N) 2,
; C-RIB . 0. 014pug.
1.3 HPLC 0.052,0.095 0.175ug/m1
Cis 200% 4, 6mm, Sum; : - - 80.0%,94.7%  93.1%, 89.2% .
0.025m ol/L Na,HPO4(42: 8 50 v/v); 1.0m1/m in; 9(a) 5 9(b)
302nm. ;0 9(0)
1.4
3P87 386 ,
131 8 , xts
, (21 2) (171% 50) cm, (57% 4)kg. 2
( . . ). . 12, 3p87 ,
, - 1- 8
, 34, ,
15 (L. T), 1.36% 0. 92h
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0.90% 0. 42h; (T1/2ke) 2.34% 0. ~ o1
]
6lh  2.22% 0. 70h, 2.08% 1. 00n!?! 2
B
° ° g
0.3 o o
E 0 06 12 L8 24 3 36 42 48 54 6 66 7.2 7.8 84
MM M (h)
o1 8 8
"
g 5,
0
0 06 L2 L8 24 3 26 d2 48 54 6 66 7.2 7.8 8.4 (Cmax) ~ (Toax) (AUCQ),
1) (h)
P> 0.05).
1 1 ( )
102. 5+ 16. 1%, (CV%)
al
3 15.7%.
g 1 38 40m g ( )
x
4 (mg/1)
by
0 06 1.2 LB 24 3 36 42 48 5.4 6 6.6 7.2 7.8 8.4 Time
Bt (h) (h) 1 2 3 4 5 6 7 8 xEs
2 2 0.5 0. 07 0.01 0.04 0.03
~oe 1.0 0.05 0.07 0.22 0.20 0.08 0.08 0.12 0.07
§‘ 1.5 .0.07 1.11 0.17 0.15 0.16 0.38 0.17 0.10
~03 2.0 0.12.0.68 0.22 0.60 0,12 0.23 0.21 0.17 0.24 0.15
§°_2 3.0 0.13 0.40 0.30 0.08 0.29 0.08 0.20 0.12
§01 40 0.21 0.21 0.20 0.56 0.06 0.24 0.60 0.06 0.26  0.20
) 6.0 0.18 0.08 0.30 0.07 0.23 0.35 0:20 0.10
89 06 1.2 .8 24 3 3.6 42 48 54 6 6.6 7.2 1.8 5;4 7.0 0.10 0.13 0.07 0.04 0.04 0.05 0.07  0.03
A (h) 8.0 0.06 0.06 0.05 0.23 0.04 022 0.01 0.10 0.08
3 3 10.0 0.10 0..09 0.09 0.05
1 12.0 0. 06 0. 07 0.06 0.04
’;3 : 16.0 0.02 0. 04 0.03 0.0l
FI
Mo 2 8 40m g ( )
% |
£ (mg/1)
& ol
0 12 18 78° _
Bf1E Chd () 1 2 3 4 5 6 1 8 xEs
4 4 0.5 0. 05 0.04 0.04 0.0l
o8 1.0 0.05 0.08 0.04 0.06 0.02
§ ' 1.5 0.06 0.08 0.13 0.04 0.06 0.08 0.03
- 2.0 0.04 0.68 0.09 0.11 0.05 0.02 0.16 0.23
g 3.0 0.15 0.38 0.39 0. 06 0.12 0.22 0.14
| | 40 0.23 0.33 0.18 0.14 0.27 0.04 0.16 0.19 0.09
o e e 6.0 0.14 0.13 0.07 0.57 0.09 0.46 0.42 0.08 0.24 0.19
0 06 1218 24 g 3'6m;1'2(h4).8 54 5 66 7.2 T8 8.4 7.0 0.09 0.09 0.05 0.07 0.44 0.15 0.15
5 3 8.0 0.08 0.07 0.04 0.32 0.06 0.34 0.46 0.04 0.18 0.16
10.0 0.18 0.28 0.23  0.05
12.0 0.13 0.15 0.14 0.0l
16.0 0. 05 0. 05 0.04 0.0l
3 8 40m g ( )
)
0 06 12 18 24 3 36 42 48 54 6 66 12 18 84 / /
g L A\
BTIF]( h) No A Ka Ke L T Ti/2ka Ti/2ka IS(S) F(C)
6 6 /1) (h-7) (h-7 h h h
(mg/D (b7 (07 (D) (b (W) -
0.8 1 0. 64 0.34 0.73 1.87 0.95 2.06 39.09 116. 30
ol , 2 0.78 17.40 0.39 . 0. 04 1.79 20.33 52.48
} ‘ 3 3.17 0. 66 0.56 1.3 1.04 1.23 45.66 81.28
; ’ 4 9.21 0.33 0. 28 1.36 2.13 2. 44 9. 47 33.27
§ 5 0.32 0.77 0.21 0.24 0.90 3.28 36.10 170. 58
o 6 0. 40 0.79 0.30 1.11 0.98 2.34 51.45 173.75
00 8 7 8.29 0. 30 0.26 3.32 2.35 2.64 11.49 43.73
8 0. 89 0.32 0.23 0.22 2.19 2.99 39.13 168. 71
7 7 X 2.96 2.62 0.37 1.36 1.32 2.34 31.59 105. 01
SD 3.46 5.61 0.17 0.92 0.76 0. 61 14.77 56. 38
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4 3 40m g ( ) 102.5£16.1%.

A cL/ v/ 3
Ke L T Ti/2ka Ti1/2ka
No (mg/l) Ka (7 (b () () F(S) F(C)
(h-7) (1/h) (N
1 0.58 0.28 0.58 1.10 1.19 2.46 37.49 113.20 >
2 1.28 0.37 0.68 0.96 1.10 1.86 25.43 68.37
3 1.0 0.42 0.81 0.85 0.86 1.65 34.52 82.22 ’
4 1.44 0.27 1.00 0.76 0.69 2.53 10.48 38.32 Tnax+Cnax  AUC , ¢ , ,
5 238 0.58 0.68 0.44 1.02 1.20 62.59 108. 83 + .
6 0.50 0.37 1.16 0.77 0.60 1.87 43.64 118. 05 102.5E16.1%, (
7 1.13  0.28 1.79 1.86 0.39 2.48 11.67 41.79 )
8 0.14 0.19 2.40 0.47 0.29 3.66 56.77 299. 53 ’
X 1.06 .34 1.14 0.90 0.76 2.22 35.32 111.29 losec > .
SD 0.65 .11  0.60 0.42 0.30 0.70 17.86 78.11 3
, ,
5 8 40m g ( ) AUC ,
0.44~ 4.22mg/L* h 0.7~ 3.82mg/L* h.CV 70.
( ) ( ) 2% 67.1% . 6 AUC
No AUfZ Tmax Cmax AUfZ Tmax Cmax F(%) 0.64~ 1.94mg/L* h. 4 8 ) 4
(mg/T h) (h)  (mg/D (mg/T"h) (h) (mg/D
1 0.64 0.34 018 1.07 3.52  0.15 95. 9% 4.22 3.82mg/L* h, 8 3.82 3.
2 1.94 1.72  0.70 1.59  2.91  0.28 122. 0%
301.09 2,94 0.20 1.27  2.54  0.24 85. 8% 43mg/Le h. J AUC
4 422 463  0.47  3.82  2.54  0.64 110. 7% X i
5 1.09 2.5 014 0.83 1.60  0.15 130. 5%
6 0.78 3.25 012  0.92 222 0.20 84.8% . 4 9.47  10.48L/h, 7
7 3.48  6.90  0.36  3.43  3.09  0.68 101. 7% 11.49  11.67L/h 1/3 C
8 0.99 368 0.11 0.70 1.12  0.11 88. 4% . ’ 2 ‘ g
X 1.71°  3.69°  0.28° 1.70  2.44  0.30 102. 5% \ ,
SD 1.20 1.46  0.20 1.14  0.74  0.20 16.1% 4 7
* P> 0. 05( T-test)
( ) Astra
losec s s
o™
< >
d -l
i o
~—
9(a) 9(b) 9(c)
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2 , ,
,1994:10(1): 14
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