No

HPA

vCJD

vCJD

Infumorph

opiod

10




/
CCDS(Company Core Data Sheet)

11
12 Infumorph opiod
13 1.3 2.6
CALGB Cancer and leukemia groupe B
14 2
15 DDL(Dear Doctor Letter)
CDS Undesirable Effects, Postmarketing data
16
VRSA)
17 MIC
18 vCJD
19 phenylpropanolamine (PPA)
FDA 75 PPA
167
20 phenylpropanolamine (PPA)
FDA 75 PPA
167

21




VRSA)

22 MIC

EMEA CHMP VI
23 CORE SPC

1
24 Boxed Warning
VRSA)
25
(Women's Health Initiative)
2004 4 JAMA
2004 6 JAMA
Boxed

Warning

26
50 79 6.8
CCDS
Special warnings and special precautions for use
2

1) NSAIDs
27

2) 6-

28




TCI (Target
Controlled Infusion)

FDA letter TCI
30
TCI
31 DDL
NPSA(National Patients Safety Agency) Methotrexate
Patient safety alert
NHS
acute trust, primary care organizations local health
32 boards 2005 3
33
1990
2004 3 5 106
Subacute cutaneous lupus
34 erythematosus Systemic
lupus erythematosus 2000 11
35

36




37

38

KFDA

2004 10 4

39

(CCDS)

PDE-5

40

(CCDS)

41

42

SJS TEN

43

HB

44

45

46

47

EPOGEN(Epoetin alfa)




48

AEMPS Spanish
49 Medicinal and Health Product Agency
INFORMATIVE NOTE
(CCDS)
(MPA)
50 (BMD)
(CCDS) 8
51
vCJD
52
(CCDSs)
(MPA)
53 (BMD)
54 0.8%/
55 0.9%/
56 Precaution

57

Committee of the Health Council of the

Netherlands




58

B19

macrogol-2-stearyl ether

PG
59 PG
60 Mycobacterium avium
DNA
61
62 | HCV-RNA
63 | HCV-RNA
vCID
vCiD
64
(MPA)
1)
65

2)




66

(MPA)
1)
67
2)
9 21
68
69 FDA VRSA
lamotrigine  levonorgestrel LNG
ethinylestradiol EE
70 lamotrigine levonorgestrel
Lamictal
71 GPT
79 FDA VRSA
73 FDA VRSA
FDA VRSA

74




FDA VRSA

75
AFSSAPS
76
77 WARNINGS
78 WARNINGS
lamotrigine  levonorgestrel LNG
ethinylestradiol EE
79 lamotrigine levonorgestrel
Lamictal
lamotrigine  levonorgestrel LNG
ethinylestradiol EE
80 lamotrigine levonorgestrel
Lamictal
81 FDA VRSA

82




FDA 2004 10 6

1
83 2 Q&A
3 2
4 2
5
6
84 TPMT
lamotrigine  levonorgestrel LNG
ethinylestradiol EE
85 lamotrigine levonorgestrel
Lamictal
86
USPI
87

P450 3A4




88

Subutex8mg
89 Subutex2mg Lot.N0.406401
90
91
92
FDA 2004 10

1
93 2 Q&A

3 2

4 2

5

6

04LU001B
94

AFSSAPS




95

96 Voriconazole

97

98 CJD
Somatropin

%9 Prader-Willi Syndrome(PWS)
PWS
Somatropin

100 Prader-Willi Syndrome(PWS)
PWS
Somatropin

101

Prader-Willi Syndrome(PWS)

PWS




Warnings

102
Somatropin
103 Prader-Willi Syndrome(PWS)
PWS
104 | CA19-9
105 ) Warning  Adverse
reaction]
106
107 GMP
FDA 2004 10 15
108 Boxed Warning
109
110
FDA 2004 10 15
111

Boxed Warning




FDA 2004 10 15

112 Boxed Warning
0.5pg 100

113 0.25p4g
FDA 2004 10 15

114 Boxed Warning
FDA 2004 10 15

115 Boxed Warning
FDA 2004 10 15

116 Boxed Warning
FDA 2004 10 15

117 Boxed Warning
FDA 2004 10 15

118

Boxed Warning

119




FDA 2004 10 15

120 Boxed Warning
FDA 2004 10 15

121 Boxed Warning
FDA 2004 10 15

122 Boxed Warning
FDA 2004 10 15

124 Boxed Warning
FDA 2004 10 15

125 Boxed Warning

(CCDS)

126 (MPA) (BMD)
FDA 2004 10 15

1217 Boxed Warning
FDA 2004 10 15

128

Boxed Warning




FDA

129
FDA 2004 10 15
130 Boxed Warning
(o
131
Fluvirin
132 GMP
(CCDS)
133 (MPA) (BMD)
1996 7 8

134 vCID
135

2004 7 CDS EU SPC The European

Union Summary of Product Characteristics
136

Wyeth Pharmaceuticals 0.625mg
137 usp 1

138

Shire BioChem Inc. Health Canada
pergolide Mesylate




139 | CA19-9
140 | <
“ NOTE FOR GUIDANCE ON PLASMA-DERIVED
141 MEDICINAL PRODUCTS (CPMP/BWP/269/95)” 6
142 vCID
vCJD 10 10
143
150mg
144
145 Dear Health
Professional Letter
146
147 FDA  HIV-1 HCV NAT
Industry Guidance
148 8 vCJD
Medical and Healthcare Products Regulatory Agency
(MHRA) HRT
149 (WHI WHI
Memory study, Million Women Study, HABITS trial)
HRT
150

LFB




Dryvax

151
152

2004 4  CIDEX OPA (
153 0.55 ) ASP

Product Notification 4 23
USPI
154
155
156 CHMP vCJD
Depo-Provera depo

157 black box warning FDA

Talk Paper MHRA Letter sent to healthcare

professionals informing them of the updated prescribing

advice

(5- ) [
158 (Hard Fat, NF)] (
)
159
a

160 3




161

Contraindiation

162
Depo-Provera
163
164 CCDS
USPI
165
HIV
TDF + ddl EC+
166 EFV / NVP
Podzamczer JMGatell
167

SPC




