
4)
 2.7.4.3-10 8

12
24 48 800 mg/

1,000/1,200 mg/  2.7.4.3-17
 2.7.4.3-18 8.5 10.5 g/dL

24 48 800 mg/
1,000/1,200 mg/ 8.5 g/dL 11

800 mg/ 24 8.5 g/dL
10 g/dL

800 mg/ 1,000/1,200 mg/ 24 48

13
12 

g/dL 2

g/
dL g/
dL

800 mg
U 1,000/1,200 mg
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g/dL

PEG-IFN -2a 180 g + 
800 mg 

207 3.24 1.25 0.09 3.25 0.67 6.50 

PEG-IFN -2a 180 g + 
1,000 mg/1,200 mg 

279 3.65 1.27 0.08 3.50 0.75 8.30 

PEG-IFN -2a 180 g + 
800 mg 

360 3.44 1.33 0.07 3.38 -0.63 7.75 

PEG-IFN -2a 180 g + 
1,000 mg/1,200 mg 

434 3.97 1.47 0.07 4.00 0.20 9.60 

g/dL

8.5 < 10 < 8.5 
24
PEG-IFN -2a 180 g + 

800 mg 
207 7 (3%) 0 

PEG-IFN -2a 180 g + 
1,000 mg/1,200 mg 280 24 (9%) 4 (1%) 

48
PEG-IFN -2a 180 g + 

800 mg 
361 22 (6%) 1 (< 1%) 

PEG-IFN -2a 180 g + 
1,000 mg/1,200 mg 436 61 (14%) 6 (1%) 
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(4)
1)

No. JV15725
No. NV15801 NV15942  2.7.4.3-19

PEG-IFN -2a
NV15801 PEG-IFN -2a NV15942

48 2 800 mg/ 1,000 1,200 mg/

10%

5.1% 5/99 8.0%
8/100 NV15801 3.0% 12/465 NV15942 2.0%
7/361 3.0% 12/436

”ANEMIA NOS”
5.1% 5/99 6.0% 6/100

NV15801 NV15942 1%
”ANEMIA NOS”

33.3% 33/99 36.0%
36/100 NV15801 22% 99/451 NV15942

9% 33/361 19% 85/436
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2)
No. JV15725 No.

NV15801 NV15942
 2.7.4.3-20 JV15725

PEG-IFN -2a
14 mg/kg

8.5 g/dL 10 g/dL 31.2% 62/199
8.5 g/dL 3.5% 7/199

2 No. NV15801 NV15942

ALT 4)

ALT JV15725 NV15801 NV15942
 2.7.4.3-21 50% 15 g/dL

30 40% 15 g/dL
10 50 60% 20 25%

7 ALT
100 U/L

 2.7.4.3-11

15 g/dL 50
37.7% 75/199
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Protocol(s):JV15725/SAFETY, NV15801/SAFETY, NV15942/SAFETY

JV15725 PEG-IFN+RBV (N=199)
NV15801 PEG-IFN+RBV 1000 /1200mg (N=395)
NV15942 48 weeks PEG-IFN+RBV 1000 /1200mg (N=401)

10

11

12

13

14

15

16

17

18

19

20

10 20 30 40 50 60 70 80

JV15725
NV15801 NV15942

2.7.4.3-22  2.7.4.3-23
10 g/dL
10 g/dL

15 g/dL
15

g/dL  2.7.4.3-24
15 g/dL 50

15 g/dL

8.5 g/dL 3.5%
2.7.4.3-20
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(1) No. JV15725
5.3.5.1-1

PEG-IFN -2a PEG-IFN -2a

PEG-IFN -2a PEG-IFN -2a

10% PEG-IFN -2a 14.9%
15/101 22.2% 22/99 22.0% 22/100

1

PEG-IFN -2a PEG-IFN -2a 36°C
38°C 40°C PEG-IFN -2a

33.7% 34/101 22.2% 22/99 26.0% 26/100
40°C PEG-IFN -2a

1

20%

98.3% 295/300 2

(2) No. NV15801
5.3.5.1-2

10% PEG-IFN -2a 9%
PEG-IFN -2a rIFN -2b 22%

(3) No. NV15942
5.3.5.1-3

1%
24 48 5 10% 24

48 10% 24
14% 48 20%
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Core Data Sheet CDS 1.6

(1)
Core Data Sheet CDS

90 mL/
AUC0-t Cmax

2 mg/dL 50 mL/

50 mL/
PEG-IFN -2a

(2)
CDS

PEG-IFN -2a

(3) 65
 2.7.4.5.1-1

 2.7.4.5.1-2
65 3

10%
NOS

NOS NOS
NOS NOS 65

3 10%

AST -GTP CRP 5.3.5.1-1

PEG-IFN -2a
NOS

NOS
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 2.7.4.5.1-3
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65 65  2.7.4.5.1-4
PEG-IFN -2a 65

65
65

PEG-IFN -2a
N=101 N=99 N=100 

65 61.1% (11/18) 100% (9/9) 100% (9/9) 
65 47.0% (39/83) 88.9% (80/90) 79.1% (72/91) 
65 94.4% (17/18) 100% (9/9) 77.8% (7/9) 
65 79.5% (66/83) 74.4% (67/90) 69.2% (63/91) 

PEG-IFN -2a
PEG-IFN -2a

65 65
2.7.4.5.1-5

65 65
 2.7.4.5.1-6

PEG-IFN -2a
PEG-IFN -2a 65

11.1% 1/9 65 2.2% 2/90 4.4% 4/91
65 2

PEG-IFN -2a

PEG-IFN -2a
65

55.6% 5/9 44.4% 4/9 65 31.1% 28/90
35.2% 32/91 65

1 1 1154
6 9.7 g/dL 600 mg/ 400 mg/

40 8.0 g/dL
6
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PEG-IFN -2a
65 65

2.7.4.5.1-7
65 65

 2.7.4.5.1-8
PEG-IFN -2a PEG-IFN -2a

65 3.3% 3/90 6.6%
6/91 65
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PEG-IFN -2a
65 2.2% 2/90

7.7% 7/91 65
1

65 65

65
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(4) :
6 10 mg/kg/ 1 10 HIV

1)

20 20
PEG-IFN -2a

(5)
 2.7.4.5.1-9

 2.7.4.5.1-10
10%

NOS NOS
NOS NOS

NOS NOS
10%

PT %
ALT -GTP

10%
NOS

10%
ALT CRP

5.3.5.1-1

2.7% 2/74 15.4%
4/26

6.8% 5/74 15.4% 4/26
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PEG-IFN -2a

10%
 2.7.4.5.1-3

PEG-IFN -2a
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(6)
1)

 2.7.4.5.1-11
 2.7.4.5.1-12

60 kg 60 kg 10%

NOS NOS NOS NOS
NOS NOS

60 kg 60 kg 10%

5.3.5.1-1

PEG-IFN -2a
10 kg

50 kg
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2)

50 kg 50 kg  2.7.4.5.1-13
PEG-IFN -2a 50 kg

50 kg
50 kg

PEG-IFN -2a
N=101 N=99 N=100 

50 kg 78.6% (11/14) 83.3% (5/6) 80.0% (4/5) 
50 kg 82.8% (72/87) 76.3% (71/93) 69.5% (66/95) 
50 kg 50.0% (7/14) 100% (6/6) 80.0% (4/5) 
50 kg 42.5% (37/87) 89.2% (83/93) 76.8% (73/95) 
50 kg 57.1% (8/14) 100% (6/6) 80.0% (4/5) 
50 kg 48.3% (42/87) 89.2% (83/93) 81.1% (77/95) 

PEG-IFN -2a
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PEG-IFN -2a
50 kg 50 kg

2.7.4.5.1-14
50 kg

50 kg  2.7.4.5.1-15
PEG-IFN -2a PEG-IFN -2a

50 kg 16.7% 1/6 20.0%
1/5 50 kg 2.2% 2/93 5.3% 5/95

PEG-IFN -2a
50 kg 16.7% 1/6 40.0% 2/5

50 kg 1.1% 1/93 5.3% 5/95
50 kg 1

1 2116 6
600 mg/ 400 mg/ 40

64,000/mm3 44 17,000/mm3
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PEG-IFN -2a
50 kg 50 kg

2.7.4.5.1-16
50 kg

50 kg  2.7.4.5.1-17
PEG-IFN -2a PEG-IFN -2a

50 kg 3.2% 3/93
5.3% 5/95 50 kg

PEG-IFN -2a
50 kg 83.3% 5/6 60.0%

3/5 50 kg 30.1% 28/93 34.7% 33/95
50 kg

1 1 1062 2 10.5 g/dL
4 8.2 g/dL
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PEG-IFN -2a

JV15725 50 kg PEG-IFN -2a
66.7% 4/6

40.0% 2/5
50 kg 50 kg

50 kg
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66.7% 4/6 40.0% 2/5
PEG-IFN -2a

50 kg

3)
PEG-IFN -2a 50 kg

6.1% 6/99 5.0% 5/100
5 5 10

10
 2.7.4.5.1-18

29 113

( ) (kg)
48

1033 65 49.0 29
1062 54 49.3 29  29
1079 61 43.5 29
1145 63 48.0 57
1155 44 48.2 55
2083 67 42.0 68  68
2099 44 46.5 64
2105 64 49.3 113
2107 61 42.1 16  16

2116 53 48.7 44
310

( )

50 kg 50 kg
2.7.4.5.1-19

50 kg 4
50 kg 4 24 50 
kg
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PEG-IFN -2a 50 kg
29 113

50 kg 50 kg
50 kg 50

kg
JV15725

50 kg
50 kg

50 kg
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(7)

 2.7.4.5.1-20
mg/kg

PEG-IFN -2a
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PEG-IFN -2a

5 kg  2.7.4.5.1-21  2.7.4.5.1-24
10 g/dL

mg/kg 50 kg
40 kg 45 kg 50.0% 1/2

45 kg 50 kg 80.0% 8/10 50 kg
9

8.5 g/dL 50 kg
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50%

50 kg
mg/kg

5 kg
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(1)
No. JV15725

(1) PEG-IFN -2a
C PEG-IFN -2a

No. JV15725 PEG-IFN -2a 168
PEG-IFN -2a

20,700 ± 8,970 pg/mL 19,200 ± 8,530 pg/mL 19,600 ± 7,810 pg/mL
21,900 ± 11,600 pg/mL 168

PEG-IFN -2a 2003 10 16
90 g 180 g 12

12 1,890 ± 701 ng/mL 12 1,760 ± 783 
ng/mL 12

PEG-IFN -2a 12
PEG-IFN -2a
12 PEG-IFN -2a

AUC0-t Cmax AUC0-t Cmax

90% AUC0-t 1.012 0.732 1.398 Cmax 1.014
0.735 1.400 0.70~1.43

0.8 1.25
PEG-IFN

(2)
No. NR16046 HIV C

56 HIV NRTI zidovudine lamivudine
stavudine

HIV
zidovudine lamivudine stavudine

PEG-IFN -2a 180 g 1 PEG-IFN -2a
800 mg 12 PEG-IFN -2a PEG-

IFN -2a 12 NRTI 3 Triphosphate: TP
TP AUC0-12h

TP AUC0-12h NRTI AUC0-

12h NRTI
12 AUC0-12h Cmax

HCV 1,000~1,200 mg/
No. NV15801 NRTI

NRTI didanosine
didanosine

2)
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methicone
AUC0-t 14% 3)

10 mg kg 1.0 
mg kg 10 mg/kg/ 1.0 mg kg

12 6
6

No. JV15725

6
1

5 9

No. JV15725
2 1 1,600 

mg/ 800 mg/ 1 1 1,000 mg/
800 mg/ 1

IFN -2a PEG-IFN -2a
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PEG-IFN -2a
(1)

ADVENT 2005 3 22
PEG-IFN -2a

PEG-IFN -2a 2005 3 31

ADVENT

PEG-IFN -2a
C

PEG-IFN -2a
 2.7.4.6.1-1
6,367

3,601

PEG-IFN -2a 7,958
5,104

PEG-IFN -2a
638 597

MedDRA Ver7.1 5.3.6-1 PEG-IFN -2a
5.3.6-2 5.3.6-3 PEG-IFN -2a
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PEG-IFN -2a 

408(952) 264(781) 11(11) 

31(228) 23(158) 1(10) 

718(817) 566(658) 45(47) 

49(63) 33(54) 4(4) 

109(117) 51(85) 15(15) 

138(209) 132(199) 7(7) 

628(742) 398(649) 10(10) 

352(521) 235(415) 32(39) 

161(195) 81(136) 27(29) 

76(94) 67(84) 0(3) 

139(270) 108(211) 10(12) 

69(149) 48(118) 2(2) 

261(381) 171(282) 41(44) 

349(735) 295(635) 19(23) 

137(269) 77(188) 23(26) 

195(223) 145(171) 31(32) 

130(240) 80(180) 13(13) 

57(129) 46(100) 4(6) 

9(25) 14(27) 

18(55) 10(46) 

9(14) 7(12) 

329(487) 235(382) 15(16) 

670(712) 472(522) 283(285) 

44(262) 29(218) 5(5) 

10(43) 9(32) 

8(26) 5(24) 

5104(7958) 3601(6367) 597(638) 

(2)
 2.7.4.6.1-2
251

92 23 8 6
5 PEG-IFN -2a

23 1
19
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Adverse Events 

Endocarditis bacterial   1  
Peritonitis bacterial   1  
Cryptococcosis   1  
Enterococcal bacteraemia 1    
Abscess   1  
Pneumonia 1 2 2  
Abdominal sepsis   1  
Sepsis 6 2 9  
Septic shock 1 1 4  
Staphylococcal infection   1  
Pyelonephritis 1    
Necrotising fasciitis 1    
Hepatitis C C  1 1 1 

B-cell lymphoma B 1    
Colon cancer metastatic   1  
Gastric cancer   1  
Hepatic neoplasm malignant   9  
Hepatic neoplasm malignant non-resectable   1  
Hodgkin's disease   1  
Tongue neoplasm malignant stage unspecified   1  
Lymphoma 1  1  
Mediastinum neoplasm   1  
Metastases to liver   1  
Multiple myeloma   1  
Metastatic neoplasm   2  
Pancreatic carcinoma   1  
Lung cancer metastatic   1  

Aplastic anaemia  1   
Thrombocytopenia 1    
Thrombotic thrombocytopenic purpura 1    
Coagulopathy  1   

Adrenal cortex necrosis 1    

Lactic acidosis 1    

Confusional state   1  
Depression 1    
Completed suicide 2 4 13  
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Adverse Events 

Cerebral haemorrhage 3 2 1  
Cerebrovascular accident  1 2  
Haemorrhage intracranial   2  
Haemorrhagic stroke   1  
Ruptured cerebral aneurysm   2  
Hepatic encephalopathy  1 2  
Encephalopathy   1  
Coma   1  

Cardiac disorder  1   
Hypertensive heart disease   1  
Acute myocardial infarction   2  
Myocardial infarction 1 1 4  
Cardiac failure   1  
Cardiogenic shock 1    
Arrhythmia   1  
Cardiac arrest 1 1 4  
Cardio-respiratory arrest   1  

Aneurysm   1  
Aortic aneurysm rupture   1  
Aortic dissection  1   
Aortic occlusion   1  
Hypovolaemic shock   1  

Respiratory arrest 1    
Asthma   1  
Pneumonia aspiration   1  
Pneumonitis 2    
Interstitial lung disease  1   
Acute respiratory distress syndrome 1  1  
Pulmonary embolism  1   
Acute respiratory failure   1  
Respiratory failure   1  
Aspiration   1  

Ascites   3  
Oesophageal varices haemorrhage  1 4  
Gastric perforation  1   
Gastrointestinal haemorrhage   7  
Upper gastrointestinal haemorrhage   2  
Intestinal ischaemia  1   
Pancreatitis 2    

リバビリン 2.7.4 臨床的安全性の概要 Page 203



Adverse Events 

Hepatic failure  1 10  
Hepatic cirrhosis 2  1  
Liver disorder   1  

Purpura 1    

Renal failure 1  1  
Renal failure acute   1  

Death neonatal   1  

Death 4 19 2  
Drowning   3  
Sudden death  1 1  
Pyrexia   1  
Disease progression 1 1   
Multi-organ failure 2  1  

Gun shot wound   2  
Injury asphyxiation   1  
Road traffic accident  1 4  
Multiple drug overdose   2  
Overdose   6  
Drug toxicity   2  
Therapeutic agent toxicity   4  

Drug abuser  1 1  
Victim of crime   1  
Victim of homicide   2  

43 49 158 1 
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PSUR
(1)

PEG-IFN -2a 2001 7 C
2005 1 31 30

PEG-IFN -2a B
2002 4 9 C

PEG-IFN -2a A rIFN -2a
PEG-IFN -2a 2005 4 20

PEG-IFN -2a
PSUR

PEG-IFN -2a PSUR 5.3.6-4 5.3.6-5

1) 4 PSUR 5
2003 3 28 PSUR 3

/ 2003 11 21 PSUR 3
2003 12 5 PSUR 3
2004 6 7 PSUR 4
2004 6 7 PSUR 4

2) 2005 1 13 CDS
2004 12 22
2004 4 12 PEG-IFN -2aPSUR

3)

(2) 5.3.6-6
PEG-IFN -2a

II V VI VII VIII
PEG-IFN -2a

37,000 PEG-IFN -
2a PEG-IFN -2a
CDS

1
PEG-IFN -2a

PEG-IFN -2a

CDS

PEG-IFN -2a

PEG-IFN -2a
NOS HAART

HCV/HIV HCV
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6
CDS

CDS

(3) / 5.3.6-7
PEG-IFN -2a 75,000

22 16

40 1

PEG-IFN -2a
10 101 10

100
PEG-IFN -2a

PEG-IFN -2a CDS

(4) 5.3.6-8
PEG-IFN -2a ADVENT

/ / 6

6

PEG-IFN -2a

PEG-IFN -2a 75,000
6 PEG-IFN -2a

PEG-IFN -2a CDS
PEG-IFN -2a

CDS

(5) 5.3.6-9
ADVENT 90

HIV
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PEG-IFN -2a

PEG-IFN -2a

PEG-IFN -2a CDS

(6) 5.3.6-10
PEG-IFN -2a PEG-IFN -2a

32 : 48
32 29 1

PEG-IFN -2a

PEG-IFN -2a
: 29% 20%

15% 1% 10%

PEG-
IFN -2a

32 6
6

6
PEG-IFN -2a

PEG-IFN -2a 127,494 32
PEG-IFN -2a

PEG-IFN -2a
CDS/SPC

(7) 5.3.6-11
Rapporteur EMEA PEG-IFN -2a B

SPC

2004 10 7
6 3 3
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30 40 100 1.2 3.7

von Willebrand
von Willebrand

2004 10 7 6
PEG-IFN -2a 209,000

100 1.2 3.7 PEG-IFN -2a

PEG-IFN -2a
HIV abacavir

PEG-IFN -2a
PEG-IFN -2a

(8) 5.3.6-12
PEG-IFN -2a PSUR 2004 4 12 2004 3 2

23 6 bone marrow depression 6
myelosuppression 1 2 1 1 40

40 12
12 C PEG-IFN -2a B

HIV 1 10
12 5

40% 8 g/dL
83% 50,000/ L 3 42% 750/ L

12 PEG-IFN -2a
75% G-CSF 7 2

1 1
50 C PEG-IFN -2a 11

1

100 2
100 1.5 100 4.1

100 7.8
15

24 60

3
1

46 HCV 3
1
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thrombopoietin

in vitro

PEG-IFN -2a

23 3 HCV

23 3

(9) 5.3.6-5
2004 4 15 50

107 157
7

1 2004 4 15 8

50 64
23 21 15

4 1
107 150

75 53
17 2 1 1 1

CDS
6

6

 PEG-IFN -2a
PEG-IFN -2a 90 g 180 g 2003 10 16
C

3 2005 3 25 5.3.6-13

48 2005 10
4

(1)
20 24 6
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2 24

1)
103 103 55

53.4% 55/103 8.7% 9/103

5%
2.7.4.6.3-1

 55.62% 99/178  10.68% 11/103
 21.35% 38/178  5.83% 6/103

 75.28% 134/178  13.59% 14/103
 70.79% 126/178  20.39% 21/103
 64.61% 115/178  9.71% 10/103

Serotype Genotype

HCV HCV ALT

40 kg  50 kg 90 kg 90%
67.7% 23/34

46.2% 30/65 P=0.0417 2

69.0% 40/58
33.3% 15/45 P=0.0003 2

(2)
1) No.

PEG-IFN -2a PEG-IFN -2a 180 g 1
rIFN -2a 9 MIU 3

rIFN -2a
90

g 180 g

PEG-IFN -2a 12
20 20
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12 1
1

12
1 12

12
12 PEG-IFN -2a 1

1 12

2 2

PAIgG ITP
PAIgG

PAIgG 5 25 ng/107 cells
22 15 15 4 100 ng/107 cells PAIgG

PEG-IFN -2a PAIgG
PAIgG

PAIgG
PAIgG PEG-IFN -2a

12 PAIgG

2) No.
90 g 180 g Genotype1b 100 

KIU/mL C IFN
IFN

PEG-IFN -2a 180 g 1 48

(3)

2005 1 4
 2.7.4.6.3-2
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1

1 1 64 2004/03/19
2 * 52 2004/03/10
3 61 2004/03/10
4 73 2004/04/16

22 2 55 2004/02/05
5 66 2004/03/23
6 2 21 2004/03 
7 41 2004/04/06
2 1 52 2003/12/16
8 1 58 2004/01/17
9 1 54 2004/02/13
4 1 73 2004/04/15

10 1 53 2004/04/21
4 1 73 2004/04/15

11 52 2004/04/09
12 54 2004/03/06
13 60 2004/03/23
14 63 2004/03/19

8 58 2004/01/23

15 52 2004/03/24
16 62 2004/01/06
17 3 71 2004/01/20
18 68 2004/01/22
19 58 2004/01/21
20 66 2004/01/20
21 54 2004/01/29
23 2 39 2004/01/22
24 56 2004/02/06
25 65 2004/02/16
26 60 2004/02/16
27 2 56 2004/02/09
28 42 2004/02/23
29 40 2004/02/10
30 41 2004/03/02
31 37 2004/02/23
32 62 2004/02/21
33 2004/02/28
34 66 2004/03/17
35 59 2004/03/15
36 30 2004/03/23
37 2004/03/25
38 2 49 2004/04/08
39 44 2004/04/22

2

40 49 2004/05/04
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41 38 2004/04/27
42 2 75 2004/04/15
43 51 2004/05/17
44 65 2003/12/14
45 2 53 2004/01/13
46 2 59 2004/02/02
47 70 2004/02/26
48 55 2004/02/06
49 53 2004/03/13

50 75 2004/03/23

51 40 2004/03/17
52 59 2004/03/25
53 2 70 2004/02/24
15 52 2004/03/24
54 59 2004/02/06
55 30 2004/03/08
47 70 2004/02/26
4 73 2004/04/16

56 57 2004/03/14

57 * 71 2004/04/03

58 71 2004/03/26
59 2 67 2004/04/06
60 * 38 2004/02 

61 * 69 2004/04/18

62 1 52 2004/03/24
63 1 2 67 2004/03/15
64 1 49 2004/05/06
65 1 53 2004/01/16

2

63 1 2 67 2004/03/15
66 1 54 2004/09/03
67 1 44 2004/02/12
68 1 68 2004/04/21
69 * 66 2004/06/22
70 75 2004/04/22
71 54 2004/06/23
72 75 2004/07/06
73 65 2004/05/24
74 43 2004/10/26
75 65 2004/06/15
76 60 2004/11/24
77 72 2004/09/29
68 68 2004/04/21
78 68 2004/07/30
79 69 2004/09/17

3

80 54 2004/09/06
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81
81 *
82 * 45 2004/10/22
83 * 84 2004/05/21
84 * 69 2004/08/19
85 * 59 2004/07/20
86 * 66 2004/08/22
6 2 4 21 2004/03 

87 42 2004/07/08
88 42 2004/07/05
89 63 2004/08/12
90 * 77 2004/08/10
91 * 61 2004/02/20
92 *
93 64 2004/04/19
94 47 2004/02/19
95 56 2004/04/01
96 69 2004/07 
92
97 * 60 2004/05/31
98 * 54 2004/06/30

99 1

93 64 2004/04/19
100 1 62 2004/02/28
101 * 73 2004/06/17
102 1 64 2004/04/26
103 69 2004/07/23
68 68 2004/04/19
104 * 56 2004/04/26
67 * 44 2004/04/26
105 1 69 2004/03/08
106 1 59 2004/03/01
71 1 54 2004/06/21
105 1 69 2004/03/08
107 1 60 2004/07/02
108 * 62 2004/10/17
69 * 66 2004/06/21
84 69 2004/08/24
109 63 2004/05/19
110 55 2004/03/23
111 49 2004/02/13
112 2004/08/06
113 56 2004/03/29
114 43 2004/02/24
115 59 2004/04/06
116 63 2004/05/04
117 46 2004/07/30

3

118 61 2004/10/30
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119 1 62 2004/02/28
120 1 61 2004/03/24
121 1 55 2004/01/30
122 1 68 2004/08/09
122 * 68 2004/08/02
123 * 76 2004/07/06

89 *
1 63 2004/08/12

124 45 2004/07/22
91 61 2004/02/20
101 73
111 49 2004/02/06
114 43 2004/02/24
125 53 2004/02/06
125 53 2004/04/09
126 67 2004/05/28
127 36 2004/02/14
127 36 2004/03/06
127 36 2004/05/15
127 36 2004/06/12
128 65 2004/04/23
129 39 2004/03/05
130 63 2004/02/06
131 56 2004/01/22
132 44 2004/06/04
133 66 2004/05/18
134 62 2004/04/26
135 72 2003/12/29
136 2004/07/01
137 71 2004/02/05
138 37 2004/04/06
139 26 2004/07/10
140 2004/03/08
141 78 2004/06/11
142 54 2004/02/23
143 45 2004/03/15
144 63 2004/04/01
145 52 2004/05/28
146 58 2004/06/29
147 60 2004/02/16
148 47 2004/06/09
149 61 2004/01/26
150 62 2004/03/16
151 57 2004/01/28
152 42 2004/06/09
153 66 2004/02/19
154 71 2004/02/13
155 63 2004/03/05
156 62 2004/02/13

3

157 26 2003/12/26

リバビリン 2.7.4 臨床的安全性の概要 Page 215



158 61 2003/12/17
159 67 2004/06/07
160 63 2004/03/04
161 51 2004/02/24
162 60 2004/03/16
163 55 2004/02/09
164 52 2004/09/06
165 61 2004/09/06
166 54 2004/09/06
167 59 2004/02/26
168 55 2004/08/20
42 2 75 2004/04/25
66 54 2004/08/12
69 66 2004/06/24
107 60
131 56 2004/01/22
134 62 2004/04/30
143 45 2004/03/29
169 49
170 53 2004/04/24
171 57 2004/04/15
172 54 2004/01/30
173 57 2004/07/08
174 75 2004/04/13
175 60 2004/02/16
131 56 2004/01/22
133 66 2004/05/18
175 60 2004/01/28
176 60 2004/03/03

177 60 2004/05

177 60 2004/07

178 67 2004/05/13

179 49 2004/06/09
105 1 69 2004/03/08
180 1 54 2004/09/24
181 * 57 2004/05/28
182 * 56 2004/07/01

183 * 64 2004/06/07

184 73 2004/08/17
185 72 2004/07/22
186 67 2004/06/06
187 51 2004/05/25
188 39 2004/06/12
189 60 2004/10/04

3

190 * 62 2004/09/09
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191 63 2004/10/07
192 66 2004/07/15
193 66 2004/08/16
194 52 2004/07/27
195 * 67 2004/08/25
196 71 2004/04/07
197 57 2004/06/11
69 66 2004/06/01
198 1 41 2004/04/30
107 60 2004/06/27
88 42 2004/07/05
199 69 2004/05/28
200 72 2004/04/14
201
202 72 2004/07/05
203 51 2004/09/27
66 * 54 2004/09/09
106 * 59 2004/03/01
204 1 76 2004/10/16
205 62 2004/10/14
206 * 70 2004/05/20
207 * 61 2004/08/23
208 1 57 2004/05/23
209 1 35 2004/08/23
210 1 65 2004/10/08
211 1 70 2004/04/06

3

168 4 49 2004/09/27
* 15 12

1
15

2
3
4

1 15 7 5 16 1 4
2 16 1 5 16 7 4
3 16 7 5 17 1 4
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