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Gemcitabine Hydrochloride for Injection

Zhusheyong Yansuan Jixitabin

2. 2 2 B- )

MH2

HCI

CoH11F2N304 -HCI
299.66



CoH11F2N304

1 029 2 10g
1000mg/m? 30
4
3
1250mg/m?
8
1000mg/m?
8 15
1000mg/m? 30
4 1
21
3 1 8

30

30

1

(1250mg/m?)

3
21
28
7
1
(175mg/m?)
30






1,000-<1,200 50,000-75,000 75
700-<1,000 250,000 50
<700 <50,000 x
* 1 1,500
X10°/L 100,000  x10%/L

75%
- <500x10%/1 5
- <100x10%/1 3
- <25,000x108/1
9mg/ml  0.9%
40mg/ml
40mg/ml
1.
2. 5mi 9mg/ml  0.9%

200mg 25ml 9mg/ml  0.9%



1000mg 5.26ml 200mg
26.3mL 1000mg 38mg/ml
9mg/ml  0.9%

3.
60%
(AST/ALT) 50% 10-40%
25%
10%
(= 1/10) (1/100  <1/10) (= 1/1000 <1/100)
(= 1/10,000 <1/1000) (<1/10,000)
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(AST  ALT)

GGT







3 4
VS.
%
(N=259) (N=262)

3 4 3 4
5(1.9) 1(0.4) 15 (5.7) 3(1.1)

0 0 14 (5.3) 1(0.4)
11(42) | 17(6.6)* | 82(313) | 45(17.2)*
3(1.2) 0 12 (4.6) 1(0.4)
3(1.2) 1(0.4) 15 (5.7) 2(0.8)
5(1.9) 0 8(3.1) 0
2(0.8) 0 6(2.3) 1(0.4)
9(3.5) 0 14(5.3) 1(0.4)

126% 5.0%




3 4
MVAC vs.
%
MVAC
(N=196) (N=200)
3 4 3 4
30(16) 4(2) 47(24) 7(4)
15(8) 25(13) 57(29) 57(29)
37(19) 3(2) 44(22) 0(0)
15(8) 1(1) 6(3) 0(0)
19(10) 10(5) 4(2) 1(1)
34(18) 8(4) 2(1) 0(0)
3 4
VS.
%
(N=174) (N:175)
4 3 ‘ 4










200mg/ 3.5mg <lmmol

1000mg/ 17.5mg <lmmol
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7 353
232 29-79

0.4-1.2

30min

0.4pg/ml

12.4 LIm?
47.4 LIm?

42-94
5-11

dFdCDP  dFACTP
2. 22- (dFdU)

29.2 L/hr/m?2-92.2 L/hr/m?
25%
1000mg/m?

10%
2-7 L/hr/m?

121
45% 35%
500-2,592mg/m?

3.2-45.5ug/ml 1000mg/m?/30min
S5ug/ml 1
17.5 LIm? 91.9%

(dFdCMP dFACDP  dFACTP)

52.2%

30



92-98% 99% drFdU
1%

dFdCTP
350mg/m?/30min dFdCTP
0.4-5ug ml 5ug/mi dFdCTP
0.7-12
dFdU
1000mg/m? 30 3-15 28-52ug/ml
0.07-1.12ug/mL
65 (3384 )
dFdU 91%-98%
18 L/m?( 11-22 L/Im?)
Vss 150 L/m?( 96-228 L/m?)
2.5 L/hr/m? ( 1-4 L/hr/m?)
GFR  30ml/min-80ml/min
15~30°C
0.2g9 6720GC 5
1.0g 6720GC 1
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1 0.2g H20030104
2 1.0g H20030105
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