2009 8 4

876123
2008
73X/00) FRInEME
AAZERS 7Ih URBE SR
ny oy (R>~_:L_
ya b — ;1 100mg
~ — @P‘m:a.
7J o — ;£200mg
CASHIMY INJECTION
® 100mg
1 (imL) 100mg( )
®  200mg
1 (2mL) 200mg( )
JAN
Amikacin Sulfate JAN
¢ 100mg
2007 9 10
200mg
2007 9 14
2007 12 21
1988 7
—_—2 DI P=I et

TEL:0120-226-898 FAX:06-6231-9849

http://www.np.nipro-pharma.co.jp/
2009 7

http://ww. info.pmda.go. jp/




63

10

Ad 9

2008

10

20 9

2008




2008

2008

21

2008

2008

9




- 11

- 11

- 12
- 13
- 13
- 13
- 14

- 14

- 14

7 CAS

- 15
- 15

- 15

- 15
- 15

- 16
- 16
- 17
- 18
- 18
- 18
- 19
- 19
- 19
- 19

10
11

12
13

10
11

14
15

12.
13

- 20

16

14

- 21

- 21

- 10



- 23

14

23
- 24
24

15
16
17

22
22
- 22
22
22

- N ™ <

- 25

- 22

- 25

- 22

- 22

- 23

- 26

- 23

10

- 26

- 23

11

12

- 23

- 27

13

- 23



1976

55

2007

®

12

12
200mg

1972

100mg

19

1988

7

200mg o
698 718
1987
2004 9 30
® 100mg
935
8



® 100mg
¢ 200mg
CASHIMY INJECTION

) JAN
) Amikacin Sulfate JAN
Streptomyces kanamyceticus

-kacin

HO._
H OH
H
NH, H
HO
HyN — H HO
H O H 0
H .
on H » 2H,50,
HO

Ca2HasNs015  2H,S0,
781.76

3-Amino-3-deoxy-ax-b-glucopyranosyl-(1- 6)-[6-amino-6-deoxy-ox-D-
glucopyranosyl-(1- 4)]-1-NM-[(25)-4-amino-2-hydroxybutanoyl]-2-deoxy-D-
streptamine disulfate (1UPAC)



AMK

CAS
39831-55-5



iy

pKa 8.4

2)

20
a ) 76

pH 1.0g 100mL

84<=

2)

2)

19

(95)

100mL 100mm

pH

6.0 7.5



iy

2) ® 100mg
1 (1mL) 100mg( )
® 200mg
1 (2mL) 200mg( )
3)
pH pH
pH 6.0 7.5
( 1
® ®
100mg 200mg
ImL 2mL
100mg 200mg
14mg 28mg
1mg 2mg
0.45mg 0.9mg
0.05mg 0.1mg
pH
1 ImL 3.506mg Na 0.152mEqg/mL




100 500mL 100 200mg
30 1
40%1
® 100mg®
1 4
pH 6.0 7.5 6.6 6.6 6.6 6.5 6.4
90 120 101.1 101.0 101.0 100.7 100.6
1.0 1.4 1.3 1.3
(n=3)
® 200mg ¥
1 4
pH 6.0 7.5 6.6 6.6 6.6 6.5 6.4
90 120 100.9 100.7 100.2 100.1 99.6




1.0 1.4 1.3 1.3
(n=3)
1 30
® 100mg
12 24 36
pH 6.0 7.5 7.1 7.1 7.1 7.2 7.1
90 120 99.8 100.7 102.5 98.1 96.7
n=3
® 200mg ©
12 24 36
pH 6.0 7.5 7.0 7.0 7.0 7.0
90 120 100.8 103.1 102.0 100.0
n=3
[ 1 30 3
3
7
pH
® 200mg
H
pH mL P pH
pH
2 9 0.1mol/L HCI 10 1.5 5.7
] 0.1mol/L NaOH 10 9.8 2.6




10

11

12

13

14

CazHasNsO15  2H,S0,
2)

ImL 2mL 100mg

200mg

Bacillus subtilis ATCC 6633



100 200mg

1 4 8mg( )

100 200mg(

1 4 8mg( )

100 500mL

kg

kg

)

100

200mg(

)

6mg(

1
1

) kg 1
30

1.

2.




2009

4

10



D

1

11



10)

® 100mg imL[ 100mg( )
n=10] Tmax 0.58
10)
o 698 5, 5 30
®  100mg imL[
100mg( )1 2 2
(AUC,_6nr Cmax) 95% =+20%
[eceml]
10.0
% 80t —e— 12— H0mg
i —— SRR [EHFL. 100ng {HE)]
= 60 Meant 3 D, n=10
7
oyl
fe A0
3
&
& 20
B
“-ﬂ‘ 1 1 1 1 1
1] 2 3 4 L b
BRI (hr)
AUC _ snr Cmax Tmax t.,
(pg hr/mb) | (ug/mL) (hr) (hr)
® 100mg| 18.00+1.98 | 7.08+0.87 | 0.58=+0.24 | 1.77+0.24
17.71+2.22 | 6.78%+0.78 | 0.53+0.28 | 1.74=+0.54
100mg( )]

(Mean=*=S.D.,n=10)
AUC Cmax

12




D

13



CYP450

14



D

2)
3)
4)
5)

15




iy

€

)

®3)

2)

3)
4)

8kHz

30

16




€y

) 8

®3)

17




BUN

AST(GOT) ALT(GPT) Al-P

D

2)

10

11

18




12

13

14

15

iy

2)

)

€
)
®3)
4)

®)
2)

3)B-

)

2)
40 100 200mg kg 28

3)
25 100 400mg kg 30

19




16

20



1

2)

3)

21

40 100 200mg kg 28

25 100 400mg kg 30



® 100mg
¢ 200mg

100mg 1mL><10
200mg 2mL><10

22

100mg

14.

200mg



10

; 2007 9 10
100mg 21900AMX01354000
2007 9 14
®  200mg 21900AMX01505000
@ 1987 5 28

11

® 100mg( ) 2007 12 21

® 200mg( ) 2007 12 21

) °( ) 1988 7 15

2008 8 31
12

(@]
1989 12
1. 2.
o (2004 9 30 )
2004 12 17
13
2004 9 30
12.

14
15

23




16

17

HOT 9
® 100mg 110690901 6123402A1168 620006215
® 200mg 110697801 6123402A3160 620006216

24




1) 2006( ) 81(2006)
2) C-209(2006)
3)
4)
5)
6)
7) pH
8) 2000 -75(2000)
9) C-14(2008)
10)

25



FDA

FDA
8
FDA:Pregnancy Category D(FDA Consumer magazine 2001 )
(An Australian categorisation of D(1999 )
risk of drug use in pregnancy)

FDA:Pregnancy Category
D:Studies, adequate well-controlled or observational, in pregnant women have
demonstrated a risk to the fetus. However, the benefits of therapy may outweigh

the potential risk.

(An Australian categorisation of risk of drug use in pregnancy)

D:Drugs which have caused, are suspected to have caused or may be expected to
cause,an increased incidence of human fetal malformations or irreversible
damage. These drugs may also have adverse pharmacological effects.

Accompanying texts should be consulted for further details.
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