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Flurazepam HCl

      flurazepam HCl

flurazepam HCl

1. Flurazepam HCl

2.

3.

http://www.fda.gov.tw/TC/siteList.aspx?sid=1571
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Simvastatin

      MHRA simvastatin

simvastatin 20 mg amlodipine diltiazem

simvastatin 20 mg

1. 99 6 2 FDA 0991406841

simvastatin

simvastatin 80 mg

diltiazem simvastatin simvastatin 40 mg

amlodipine simvastatin 80 mg

2.

simvastatin amlodipine diltiazem

simvastatin

amlodipine diltiazem



http://www.mhra.gov.uk/Safetyinformation/Safetywarningsalertsandrecalls/
Safetywarningsandmessagesformedicines/CON199556

zolpidem

      FDA zolpidem

FDA

1. 10 mg 5 mg

12.5 mg 6.25 mg

2.

5 mg 6.25 mg

zolpidem 19

18 1

6.25 mg

10 mg

 

http://www.fda.gov/Safety/MedWatch/SafetyInformation/SafetyAlertsforHu
manMedicalProducts/ucm334738.htm
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7

warfarin

aspirin clopidogel

http://www.fda.gov.tw/TC/newsContent.aspx?id=9555&chk=70efe45a-
b64a-4c0c-a894-ae28b4a6eac8&param=pn%

cyproterone ethinyloestradiol

      cyproterone ethinyloestradiol

25 4



cyproterone ethinyloestradiol

6

 

http://www.reuters.com/article/2013/01/27/us-france-acne-idUSBRE90Q04
L20130127
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1. Pharmacovigilance in Taiwan  

http//adr.doh.gov.tw/ 

http://medwatch.fda.gov.tw/ 

2.

http://adr.doh.gov.tw/default.asp/

http://medwatch.fda.gov.tw/default.asp 

3.

http://hf.doh.gov.tw

http://hf.fda.gov.tw

4.  

http://adr.doh.gov.tw/adr-med/ 

http://medwatch.fda.gov.tw/adr-med/ 

5.

http://recall.doh.gov.tw/

http://recall.fda.gov.tw/ 

6.

http://cosmetic-recall.doh.gov.tw/

http://cosmetic-recall.fda.gov.tw/
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101
11,357 100

10,402

86.1%
10.8%

1 0.01%

72.9%

53.3% 46.7%
10

4.5% 50
57.6% 51 60

4.2%
61.3%

24.0%
3.4%

8276   72.87

1077     9.48
381     3.35
45   0.4

1205   10.61
17     0.15

* 355     3.13
1     0.01

6050   53.27

5304 46.7
3     0.03

510     4.49
0-10
11-20 383     3.37
21-30 850     7.48
31-40 1168   10.28
41-50 1425   12.55
51-60 2192 19.3
61-70 1754   15.44
71-80 1552   13.67

80 1043     9.18
480     4.23

177     1.56
206     1.81
1272 11.2

15     0.13
2724   23.99
6963   61.31
11357 100

Drug Safety vol. 412013 MarchNewsletter



A 4396   40.97
B 6333   59.03

3605 33.6
4951   46.15
715     6.66
1458   13.59

114     1.06
3855   35.93
5855   54.57
292     2.72
40     0.37
573     5.34

Fair data 5591   52.11
Good data 2678   24.96
Poor data 2460   22.93

10729 100

101

10,729

41.0% A 59.0%

B

46.1%

33.6%

WHO

54.6% 35.9%

5.3%

95

0.37%

fair data

52.1% good data 25.0%

poor data 22.9%
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Antiinfectives for systemic use 3401 27.12

Nervous system 1885 15.03

Musculo-skeletal system 1791 14.28

Antineoplastic and immunomodulating agents 1564 12.47

Cardiovascular system 1138  9.07

Alimentary tract and metabolism 862   6.87

Various 628   5.01

Blood and blood forming organs 425   3.39 

Genito urinary system and sex hormones 291   2.32

Respiratory system 284   2.26

Systemic hormonal preparations, excl. sex hormones 
and insulins 152   1.21

Dermatologicals 59   0.47

Sensory organs 37 0.3

Antiparasitic products, insecticides and repellents 23   0.18

12540*   100

A n a t o m i c a l  T h e r a p e u t i c  

Chemical ATC

27.1%

15.0%

14.3%

56.4%

M e d i c a l  D i c t i o n a r y  f o r

Regulatory Activities MedDRA

57.6%

NSAIDs



Skin and subcutaneous tissue disorders 5284 35.83
Nervous system disorders 1601  10.86
Gastrointestinal disorders 1556  10.55
General disorders and administration site conditions 1087  7.37
Respiratory, thoracic and mediastinal disorders 666 4.52
Eye disorders 583 3.95
Investigations 580 3.93
Immune system disorders 449 3.04
Blood and lymphatic system disorders 442 3
Musculoskeletal and connective tissue disorders 362 2.45
Cardiac disorders 355 2.41
Infections and infestations 280  1.9
Vascular disorders 238 1.61
Renal and urinary disorders 217 1.47
Metabolism and nutrition disorders 213 1.44
Hepatobiliary disorders 211 1.43
Reproductive system and breast disorders 195 1.32
Psychiatric disorders 164 1.11
Others 265 1.79

14748* 100

Rash 2127 21.38 Pyrexia 210 2.11 
Pruritus 736 7.40 Stevens-Johnson syndrome 209 2.10 
Rash pruritic 575 5.78 Urticaria 176 1.77 
Dizziness 434 4.36 Vaginal haemorrhage 141 1.42 
Vomiting 428 4.30 Myalgia 134 1.35 
Nausea 333 3.35 Extrapyramidal disorder 131 1.32 
Eye swelling 317 3.19 Palpitations 118 1.19 
Dyspnoea 282 2.84 Cough 117 1.18 
Headache 254 2.55 Oedema peripheral 110 1.11 
Diarrhoea 238 2.39 Anaphylactic shock 105 1.06 

7175 72.13 

9947 100.00 
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Diclofenac 395 3.15 Allopurinol 141 1.12 

Ketorolac 296 2.36 Adalimumab 140 1.12 

Iopromide 255 2.03 
Diphtheria-hemophilus 
���������	
���
�������
poliomyelitis-tetanus

134 1.07 

Acetylsalicylic acid 235 1.87 Sulfamethoxazole and 
trimethoprim 122 0.97 

Vancomycin 199 1.59 Cefalexin 120 0.96 

Cefazolin 194 1.55 Ketoprofen 119 0.95 

Piperacillin and enzyme inhibitor 167 1.33 Cisplatin 117 0.93 

Phenytoin 162 1.29 ����������� 116 0.93 

Metoclopramide 149 1.19 Valproic acid 111 0.89 

Amoxicillin and enzyme 
inhibitor 149 1.19 Iohexol 110 0.88 

3431 27.36 

12540* 100.00 

93

2200 101

11357

2010

4,829 2010

22,000 2010

14,000

100

339 383

Good data, 99-101

 13.5% 20.2% 25.0%

fair data



68.0% 61% 52.1%

Good

fair data 1.

2.

3.

62.3%
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NSAIDs

45-1

93

4 21 8 31

(02)2396-0100

(02)2358-4100

URL  http://medwatch.fda.gov.tw/
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1999

2012

Microsoft Access

Microsoft Excel

101 259
325

100

400

179 44.75% 98
24.5% 110 27.5% 13

3.25%

123 30.75%
38 9.5% 239
59.75%
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242

63 13

166

7 6

60.5%

39.5%

91 88 179    44.75
42 56 98  24.5
43 67 110  27.5
 5  8  13      3.25

48 75 123    30.75
16 22 38    9.5
117 122 239    59.75

< 10  9  10  19      4.75
10 - 19  5  5  10    2.5
20 - 29  12  7 19      4.75
30 - 39 17 20 37      9.25
40 - 49 28 29 57    14.25
50 - 59  32 41 73    18.25
60 - 69 36 37 73    18.25
70 - 79 31 36 67    16.75

> 80 11 34 45    11.25
Mean + SD 52.59  20.4 57.1  21.05 54.83  20.85

     

63

41

-

9

4

3

6
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242 %

24 39 63 26 56,200,000 73.5

7 6 13 5.4 12,500,000 16.3

89 77 166 68.6  7,804,568 10.2

120 122 242 100     76,504,568 100

17

-

46

underlying disease

complicated syndrome

13

4

cephradine

atracurium

iopromide

NSAID diclofenac

1

1

fenofibrate

1

ethambutol

166

113 68%

13 8

7

5
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22 38 60 38

19 32 51 32.3

12 15 27 17.1

3 7 10 6.3

1 4 5 3.2

1 1 2 1.3

1 0 1 0.6

3 3
1 0 1 0.6

1 0 1 0.6

61 97 158 100

 * 13

63%

3 2

242

allopurinol 43

88 101

2007

1835 2-10

991

54.01%

313

31.6 % 54 5.4% 624



100

diclofenac

10

2 diclofenac

mefenamic acid

1 Allopurinol Allopurinol

2 Phenytoin Phenytoin

3 Isoniazid Pyrazinamide

4 Rifampin Isoniazid

5 Pyrazinamide Rifampin

6 Carbamazepine Diclofenac 

7 Co-trimoxazole Amoxicillin

8 Mefenamic acid Carbamazepine

9 Amoxicillin/Clavulanate Mefenamic acid

10 Oseltamivir Lamotrigine



Drug Safety vol. 412013 MarchNewsletter

carbamazepine

100

101

carbamazepine

4

13

carbamazepine

allopurinol

ethambutol

Carbamazepine allopurinol

ethambutol

CDC

97 9 19

0970323935  

ethambutol

15 mg/

kg 1%

15 mg/kg

15 mg/

kg

100 4 19

carbamazepine

allopurinol

101



320

182

1. 
 2003  1 8-11

2. 92
 2004  6

16-19

3. 93
 2005  9

20-24

4. 94
 2006  

13 22-28

5. 95
 2007  

17 21-28

6. 96
 2008

21 20-28

7. 97
 2009

25 17-28

8. 98
 2010

29 17-28

9. 99
 2011

33 18-28

10. 100
 2012

37 20-28
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89

3

96 1

0.8 99

0.8 0.4

91 101

:

699
699

% 100
47,478,029
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