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Drug Safety Update No.126

BUN/

Japan Coma Scale 100

DIC

BUN AST GOT ALT GPT LDH CK CPK

BUN/

Japan Coma Scale 100




DIC

0.22
0.27% 5 /1,862
3 1.41% 12 /852
1)
)
cap
cap
Cmax6.6 AUC4.6
100 1
40mg/kg
20mg/kg

1mg/kg




cap

35mg/m? 1 1 1 35mg
m2 1 8 15 4
48 6
Lyell
cap
cap 2hr
lhr 2hr
Child-Pugh 1 600mg
1 3
P450 3A4 CYP3A4
CYP3A4
cap 2hr
lhr
2hr
2
600mg 8hr
800mg 8hr 300mgl
1 150mgl 1 2
AUC
800mg 8hr 34%
33% AUC 300mg 1 1
173% 55%
HIV 2
600mg 8hr
800mg 8hr 200mgl 1
AUC Cmax
31% 16%
HIV
CYP3A4

BUN




cap

Cmax AUC 32% 38%
HIV
1,200mg/12 600mg/
Cmax 33% AUC 24% Cmin 43%
CYP3A4
12 15

15




1.5L 2,162.0
uv
2003.6.16
5mg 154.0 Oxycodone HCI
10mg 288.4
20mg | 540.1 .
1,011.5
40mg N
2003.7.7
5mg 10mg
20mg 40mg
Cap | LPV 262.9 Lopinavir(LPV) Ritonavir(RTV)
133.3mg HIV
RTV LPV RTV
33.3mg
2000.12.25
16mg 90.0 Azelnidipine
-1 1 24
2003.5.20
PF 2%/5mL 529.8 Cromoglicate Na
(5mL)
1
2003.9.24
10mg 155.6 Loratadine
H1
2002.9.2
300mg 249.2 Telithromycin
2003.12.15
100mg 150.2 Prulifloxacin

2002.12.6




40mg 170.5 Sotalol HCI
B Ca
1999.1.12
HD 98.6g 16.7 Barium sulfate
/100g 10g X
P
2000.8.10
N 300U 2,462.0
/3mL/
10R 2,462.0 -
30R 2,462.0 -
10R 50R
50R 2,462.0 2003.7.4
1,500U 96,872.0 Human Antithrombin
N
AT
1,500U/
P(500)x 3-111,180
(1,500)x 1 96,872
2001.10.10
500mg 2,112.0 Pazufloxacin mesilate
/100mL
/
2002.9.2
10mg 6.4 Pyridoxal phosphate
Bs
1963.11.15
V0.6 13.8mg 13,732.8 Hyaluronate Na
/0.6mL
2003.2.13
250mg 35.6 Sevelamer HCI
Ca Al
- Ca
2003.6.26
PF 2%/5mL 1,262.5 Carteolol HCI
(5mL) B

1

2%

2003.9.24




200mg 1,1439.0 Fosfluconazole
2.5mL/NV | 2,1783.0
400mg
/5mL/V 5 5
-3
200
2004.1.15
MS 20,000U 151.0 Pronase
/0.5¢
1995.6.12
90y g/V 15,634.0 Peginterferon-a -2a
180u g/v | 30,587.0 -0 -2a
C
IFN
- 180u 1 IFN6O0O U 3
2003.12.12
0.5mL/V | 2,818.0 B
B
y -HB
1988.6.20
15mL 10,794.0 Meglumine gadoterate
/ MRI
-Gd
-14,059.0
-14,068.0
2001.4.20
25mg 2,503.3 Folinate Ca LV
5-FU/LV -
QOL 2003.9.19
2mg 175.2 Pitavastatin Ca
HMG-CoA
LDL
CYP
- 2003.9.12
PF 0.1%/5mL 161.5 Betamethasone Na Phosphate
(5mL)

2003.9.24




20mg/ 1,171.0 Sumatriptan
5'HTlBllD
2003.6.9
500u g 7,719.5 Desmopressin acetate
10 /5mL/
2003.6.24
Cap 10mg 183.0 Ciclosporin
2000.5.12
100mg/mL | 1,371.1 Ciclosporin
(ImL)
2000.5.12
0.2mg/ 285.2 Tacrolimus hydrate
@)
2001.7.24
25mg/A 2,377.0 Nicardipine HCI

50mg 2A

10mg 5A
25mgx 2 4,754.0
10mgx 5- 5,325.0

1999.7.5




6,000U 11,625.0 Epoetina
/ 6,000U/V
2003.4.7
83% 69.7 Colestimide
19
70%
2002.10.8
10,000U | 1805.7 Thrombin
/
5,000U/V
2003.7.1
960 U | 11,683.0 Interferonp -1b
Y,
2003.12.8
Cap 250mg 10.6 Mefenamic acid

~Cap

1966.7.15




25¢g

6,000U/V 6,000U/

70% 83%

5g/50mL/

200mg/100mL/V

50mg/SmL/V

5,000U/V 10,0000/

T 10%1,000mL/

P 100g HD

56mg/SmL/A

960 U/NV

CMV 2.5g/V

10R 300U/3mL/IV 10R (300U/3mL/ )

50R 300U/3mL/NV 50R (300U/3mL/ )

6mg

Cap

Metha




HF

2 61 500mg/V 250mg/V _1g/V_ 29/V

6 61 0.59/V g/V

13 02 100mg 100mg/g

14 04 100mg/g 100mg/g

15 01 100mg 200mg 150mg 250mg
16 61 200mg/2mL/A 10mg/1mL/A  60mg/1.5mL/A

18 61 100mg/2mL/A 10mg/1mL/A 60mg/1.5mL/A

48 61 5mg/A 30mg/A

48 62 15mg/A 30mg/A

50 62 6mg/V 00/10/13

50 64 6mL/V 00/10/14

59 02 50mg 25mg

72 01 100mg/g 100mg 200mg/g

72 01 30mg 100mg 200mg/g

76 61 5mL/V

76 61 12 /

76 61 100mg/1mL/A 500mg/2mL/A

97 01 3mg 1mg 25mg 1mg
101 61 40mg/A 02/07/22

101 61 02/07/25

101 02 100mg/g 100mg/g

109 01 600mg/mL 650mg/mL

114 01 30mg 100mg/g 5mg mg/g
122 02 25mg 25mg

132 01 400mL/

142 62 2000mL/bag 1700mL/bag

142 64 2000mL/bag 1800mL/bag

173 61 10mg/1mL/A 25mg/1mL/A

179 01 g 50mg

211 06 10mg 5mg

247 01 g 100mg 125mg 150mg
257 01 ]_OOmg B 20mg  40mg 25mg  50mg 5mg
262 02 1mg a 0.5mg

273 02 20mg 5mg

283 01 200mg 100mg 200mg 200mg 400mg
283 02 500mg/g 200mg/g

290 01 30mg 10mg 10mg

290 61 50mg/2mL/A 10mg 100mg/g 5mg/mL

293 01 g




302 02 0.5mg/mL HT3 4mg 4mg/2mL/A
306 03 75mg H 10mg 20mg 150mg 150mg
309 01 50mg 50mg 100mg 80mg 100mg
312 01 5mg/g 50mg/g 100mg 200mg/g
348 41 5g 59 5¢
355 41 259 50g
359 41 10g 10g 10g 109
367 41 10 7/ / / /
372 65 2.59/V 2.59/V
mL
V
mL
9
01 g
01 g




P.15 14

telithromycin
Ketek
Lyell
Stevens-Johnson

300mg [ 01] 249.2

PIE
600mg 1 1 5
1 1 3
1 1 7
P.21
prulifloxacin
Sword
100mg [ 01] 150.2
1 200mg 1 2 1 300mg
P.21 1 300mg
1 2
pazufloxacin mesilate
Pazucross
500mg/100mL/ [ 61] 2,112.0

1 1,000mg 2 30 1



P.26

fosfluconazole

Prodif
200mg/2.5mL/V [ 61] 11,439.0
400mg/5mL/V [ 62] 21,783.0
50 100mg 0
200mg 1 1
1 400mg 2
800mg
(Stevens-Johnson ) (Lyell
)

P.30
lopinavir ritonavir
Kaletra Soft
Cap LPV 133.3mg RTV 33.3mg [
HIV
1 3cap 1 2
HIV

P.64

25mg

calcium folinate
Uzel

02]

01]

262.9

2,503.3



1

75mg

300 600mg 300mg/m2
28

(Stevens-Johnson )
(Lyell )
5-FU/LV
P.68
pyridoxal phosphate
Pydoxal
; B6
( ) B6

) B6 ( B6

6.4



P.79

P.98

B6

1 10 60mg

2.5
10

VB6

1

3

desmopressin  cetate

Desmopressin

20y g/2.5mL/V

2.5

2.5

25 5ug 1 2

20U g

101 1

Loratadine

1

125u g/5mL/
500u g/5mL/

5 10ug 2 4

1

[ 41]
[ 42]
[ 43]

1 2
10 g 1
20u g

9,369.6
6,432.9
7,719.5

10

Claritin

10mg

1 10mg 1 1

H1
P.123
cyclosporin

eoral

Cap  10mg

Cap 25mg

5000mg/50mL/
1 2

05]

03]
02]
04]

155.6

183.0
382.0
68,555.0



P.123
tacrolimus hydrate
Prograf
Cap  Ing [ 01] 1,060
0.2mg/ [ 03] 285.2
5mg/1mL/A [ 61] 7,280
(1)
(2)
(3)
1 0.15mg/kg,1 2 :
; 1 0.1mg/kg
1 1 0.06 mg/kg,1 2
1 0.06 mg/kg,1 2 ,
1
0.15mg/kg,1 2 2 1
0.15mg/kg,1 , 1

0.15mg/kg,1 2

0.06 mg/kg,1

0.15mg/kg,1
1 0.075 0.15mg/kg 1 2

1 0.05 0.15mg/kg 1 2

Johnson

1

Cap

2 1 0.03

2,

3mg 1 1

0.1mg/kg 24

)

1 1 0.03mg/kg 24

,1 0.10mg/kg 24

0.10mg/kg 24
0.05mg/kg 24

(Stevens-



P.135
sevelamer hydrochloride
Phosblock
250mg [ 01] 35.6
1 1 29 1 3 1 99
Ca Al
P.151
thrombin
Liquid thrombin mochida
10,000U/ [  45] 1805.7

200 400 /mL

( )
P.159
a
epoetin alfa(genetical recombination)
Espo
750IU/A [ 64] 1,723.0
6,0001U/ [ 66] 11,625.0
24,0001U/A [ 63] 33,609.0
(1) (2)
(1) (2) 800 mL 1
(2) 1 3000I1.U. 3
1 15001.U. 2 3 1 3000 I.U.
2 1 3000 ILLU. 3 (2)1
200 1.U./kg 2 (1) 1

6000 LLU. 1 1 6000



12000 1.U.2 1
LlU./kg 1 (2)
Hb 13 g/dL
Hb 13 14 g/dL
24,000 1.U. 1
800 mL 2
mL 3
P.171

mefenamic acid
Pontal

Cap 250mg [
32.5mg/mL [

(1)
(2) .

01]
03]

100

1200

10.6
6.6

(3)

(1)(2) 500 mg, 6
(3)1 500 mg, 1 6.5 mg/kg
1 2 1 1,500 mg
P.188
sumatriptan succinate
Imigran
50mg [ 01]
20mg/ [ 41]
3mg/1mL/A [ 61]
50mg

250 mg

1,052.9
1,171.0
3,393.0



50mg

100mg
200mg 1 20mg
2
1 40mg
mg mg
5-HT1B/1D
MAO
5-HT1B/1D

P.251

sotalol hydrochloride
Sotacor

40mg
1 80mg
mg 320mg 2
Torsades de pointes
2
pointes
B Ca
P.253
azelnidipine
Calblock
16mg

01] 170.5

Torsades de

02] 90.0



8 1lémg 1 1 1 8mg
1 16mg
P.254
nicardipine hydrochloride
Perdipine
LA Cap/40mg [ 03] 41.9
100mg/g [ 02] 124.1
2mg/2mL/A [ 61] 266.0
10mg/10mL/A [ 62] 1,065.0
25mg/25mL/A [ 63] 2,377.0
(1)
(2) (3)
( )
1 10 20mg 1 3 LACap 1

20 40mg 1 2 (12 10 p g/kg/

10 30p
g/kg (2)0.5 p g/kg/

0.5 6 p g/kg/

(3)1u g/kg/

mmHg

P.273

2mg

)

Livalo

0.5 2 u g/kg/

pitavastatin calcium

[ 01]

90

175.2



1 2mg 1 1

CYP

P.274

Colestimide
Cholebine

500mg
830mg/1g

1 15g1 2

P.329

1 4mg
[ 02]
[ 03]
1 4¢g
1.59/1.81g/

betamethasone sodium phosphate
Rinbeta

0.1%5mL [ 41] 161.5

42.2
69.7

P.330

carteolol hydrochloride
Blokyleate PF



205mL [ 41]

)

P.333

sodium cromoglicate
Cumorol PF

205mL [ 41]

P.336

hyaluronate sodium

1,262.5

529.8

Healon

4mg/0.4mL/
V  13.8mg/0.6mL/

1
2
V

(1)

0.2 0.75mL

0.3mL

(2)
0.6mL

P.360

01 0.4mL

(b)
0.1 0.5mL

0.1 mL

11632.5

[ 42] 13,7328
0.3 0.6mL
0.1mL

(a)

0.1

0.1 0.4mL

0.1mL

0.1



recombinant adsorbed hepatitis B vaccine(yeast origin)

Heptavax-
0.5mL/V [ 61] 2,818.0
1 2 B
3 HBs Hbe
B
11 05mL 4 2 20 24
1 0.5mL 10
1 0.25mL
2 2 3 0.25mL 1 1
0.25mL 1 3
3 7 1 0.5mL
1 3 6
1 0.5mL 10 1
0.25mL HBs
1 3 HBs

P.378

human anti-thrombin , concentrated

Nonthron
1,500U/V [ 61] 96,872.0
(2) 1
(2) 1l
(DIC)
(1)1 1,000 3,000 ( 20 60
/kg) (2)
1 70%
1 1,500 ( 30
/Kg) DIC
1 1 40 60 /kg
AT
P.380

a
peginterferon alfa-2a(genetical recombination)



Pegasys

180p g 1 IFN6O0 U 3
D g/V [ 62] 15,634.0
180u g/V [ 61] 30,587.0
C P.383
1 180u g 1
-1b
interferon beta-1b genetical recombination
Betaferon
X0 UNV [ 61] 11,683.0

800



2000/mm3 50000/mm3

P.386

oxycodone hydrochloride
OxyContin

Ty [ 02]
10mg [ 03]

1 10 80mg 2

154.0
288.4

P.406

P.396

barium sulfate

98.69/100g

pronase

20,000U/0.5¢

15 30

Neo Balgin HD

Pronase MS

20,000U

[

01]

01]

16.7(10g)

151.0



19 50 80mL

P.409
meglumine gadoterate
Magnescope syringe
15mL/ [ 68] 10,794.0
0.2mL/kg

0.1mL/kg 0.2mL/kg

Gd



CHO[CHC)
Humalog | | |0.25{0.5-
300U/3mL 1.5 355 1801
[ ] |0.16-
NovoRapid FlexPen s00u/3nL | 0.3 | 13| 30 2311
1100 Humulin R L 4140
- |-| iR) 10000710 |5 ¢ 4| 1.3 | 5.7
umacar mL 1731
( ) ( )| 300U/3mL
100 i 4140
Novolin R 100 ( )| 1000u/10 0.5 | 1.3 o
Penfill R mL| - )
( ) ¢ )| 300u/3nL 1731
Humulin N |_| 4140
U-100 ( )| 1000u/10
Humacart N oL | 1-3 | 8-10 |18-24 1731
( ) ( )| 300u/3nL
2462
Novolin N FlexPen ( ) D 15 | 4-12 | 24
Penfill N 300U/3mL ) 1731
( ) C )




117

(1))
10 LJ
Novolin 10R FlexPen ( )| 300U/3mL | 0.5 | 2-8 24 2462
: 1:9
30 100 B 4140
Novolin 30R 100 ( )|1000U/10mL
30 2462
Novolin 30R FlexPen ()| 300U/3mL
30 Penfill 30R
) ( )| 3o0u/3mL | 0.5 | 2-8 | 24 173l
3:7
50 | ]
Novolin 50R FlexPen ( )| 300U/3mL 2462
: 5:5
3/7  Humulin 3/7 L] 4140
U-100 ( ) |1000U/10mL
3/7 Humacart3/7 0.5-1|2-12 |18-24 1731
) ( )| 300U/3mL

3:7




mEq L mEq L
Na Ca Mg CL Lactate g dL mOsm L
Extraneal 132 3.5 0.5 96 40 7.5 282 0.9 1.1 | 2162
uv 1.5L
1 1 1 3 5 1
1.5 2L 8 12

300mL/




