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2.7.1.1

( (+ SD)
Cmax Tmax | AUC” Cmin™ | T1/2
[ ( (mg/L) | (hr) | (mg/L x hr) | (mgsL) | ChP)
]
192 | 200mg 200mg 200mg 20 (10/10) |83#21 |1 | 21720 3.1
«C )
200mg [17762] 27 20-35
BA
200mg 80432 [ 0.5 |223+19 2.9
[19426]
195 200mg 30 (15/15) |83:21 |1 217420
¢ XX BA
[19426] 32 (26-50)
120430 | 2 350440
AUC":  AUCray AUC;y
Cmin™";
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2721

/ 1D/ HV/PT! (%CV)
( ( )
)
()
Cmax Tmax AUC TY2 | CL/kg Cmax AUC
001 19B 8 4) | HV X 45(18) | 2.0(30) | 456 (24) 425 | 0.05 1.16 1.16
( ) 0034 7/ 4y | (34,20-41) | 100mg uog/mL | hr g gthr/mL | (30) | (20) 1.01-1. | 1.03-
1 2 hr mL/min | 30 1.34
7 /kg
X 52(20) | 2.1(35) 530 (27) 475 | 0.04
100mg 10mg | W gmL | hr u gthrimL | (35) | (22)
1 2 1 4 hr mL/min
7 7 kg
001 198 8/ 4)/ | HV 12(25) | 1.5(30) 60 (37) 40 0.04 1.08 1.07
« ) 0034 71 4) | (34,2041 pgmL | hr u grhr/mL | (35) | (30) 0.92-1. | 0.92-
10mg hr mL/min | 24 1.18
1 4 kg
7
X 13(20) | 1.45(27) | 64(39) 42 0.39
100mg uomL | br p gthr/mL | (37) | (34)
10mg 1 2 hr mL/min
1 4 7 /kg
7
002( ) 19B2 4 8) | HV X 49(18) | 21(30) | 470(24) 44 | 0.05 1.22 1.36
0035 4/ 8) | (30,19-45) | 50mg p gmL | hr p gthr/mL | (30) | (20) 1.03-1. | 111-
1 2 hr mL/min | 40 1.53
5 /kg
X 60 (10) | 2.2(30) 640 (24) 5.2 0.03
50mg 200mg pgmL | br u grhr/mL | (30) | (20)
1 2 1 2 hr mL/min
5 5 kg

Hy
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2.7.3.1

PG-2476 1 1994 8 30mg 27124 4 27123
2
U.Antarctica 1998 8 38(20-64) | 90-100
50/50
150-170
23/21
PG-2666 4 98 5 100mg 34/30 66/60 12
2 12 55(24-68)
2001 5 150-170
Smith & Jones 126/400 90-100
CRO
50mg 30/28
2
25mg 34/32
2
28/26
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2.7.3.2

20 40 40 *
PG-2678 100mg 34/30 162/96 | 140/85 | 138/84 6 88
2
50mg 30/28 165/97 | 146/87 | 146/87 4 78
2
25mg 34/32 167/96 | 148/88 | 148/88 2 50
2
10mg 26/20 162/95 | 153/93 | 153/93 -4 20
2
28/26 166/97 | 160/92 | 159/91 30
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mg/kg mg/m?




2.7.4.2

N = N = N =
+SD 50+15
20-85
<18 N% N% N%
18 39 N% N% N%
40 64 N% N% N%
65 75 N% N% N%
>75 N% N% N%%

N%
N%

N%
N%

N%
N%

N%
N%
N%
N%

N%
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N%
N%

N%
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2.7.4.3

2
10mg 20mg 20mg 50mg 100mg
n=1685 n=968 n=717 n=425 n=653 n=334 n=546
19(1%) 7(1%) 12(2%) 6(1%) 23(4%) 1(<1%) 3(1%)
15(1%) 10(1%) 5(1%) 2(<1%) 7(1%) 6(2%) 12(2%)




2.7.4.4

95-0403 96-0011 97-0007

98-0102s

X X X X Y X
60mg 30mg 60mg 60mg 100mg 60mg

2 1 2 1 2 2 1 1 1 2

N=104 N=102 N=100 N=500 N=495 N=200 N=200 N=800
N(%) N(%) N(%) N(%) N(%) N(%) N(%) N(%)
N(%) N(%) N(%) N(%) N(%) N(%) N(%) N(%)
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