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1

97 3 21 0970012215

97 3 12 09700031320
69

97 2 13 0970002523
3

97 1 14 09600669950

92 4 17

3

96 10 30 0960045629
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96 10 4 0964000552

6

93 2 25 0930300018

GDP
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86 5 28 (86) 8413036-008

1. 

2. 

3. 



22

2

97 4 30 0970304896

5000
018198

96 11 20 0960321933

66 1 3 66 1 102 2
38 44
24 2 3

89 9 14 8908510300
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3

4

92 721

5

6



24

85 9 16 85217699

( )
( )

97 1 2 0960053982

Octop
7-Keto- 

dehydroepiandrosterone Synephrine Caffeine

95 12 14 09639071000
Octop

7-Keto-dehydroepiandrosterone
Synephrine Caffeine
dehydroepiandrosterone

Caffeine
Synephrine 96.11.12
0960000920 Octop

Green tea extract Citrus aurantium extract 200mg
Octopamin 150mg Synephrine 50mg Citrus 

aurantium

Octop
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96 8 10 0960031183

Sennoside 3.8mg/pack

96 7 10 09635313400

( ) Cassia angustifolia Vahl

Sennoside 12
( ) 91 3

11 0910020787
Sennoside 12

( )Sennosides 93 3
15 0930309289

96 1 23 0950064131

95
75%

95 12 08 0951208302
95 11 27 0951127102

95
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75%
( ) 75%

( )
75%

75%

95%

sennosides
sennosides

sennosides

PDR
Physician’s Desk Reference British National Formula

ABPI Drugs in Japan
Arzneimitte-Kompendium der Schweiz Compendium of 
Pharmaceuticals and Specialities Dictionarie Vidale
MIM’s Rote List Repertoire Commente Des 
Medicaments FASS Farmacevtiska specialiteteri Sverige
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Antibacterial Hand Gel
Alcohol denatured Antibacterial Hand Gel

Ethyl alcohol Isopropyl 
alcohol

Sennosides

LAENNEC INJ.
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( )

( )
LAENNEC INJ. 2ML 10 AMP. ( )

LANNEC INJ. 2ML
2AMP. 120ML

( )



7 29 

7

2

2



30

8

3

96 6 12 0960321599

96 6 6 960601

81
16



9 31 

( )
( ) ( )

( ) ( )

( )
( ) ( )

( ) ( )

9
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10

11

376

12



13 33 

13



34

14

404

97 2 12 0970003929

97 1 21 0970000037



15 35 

15
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16

12

96 9 7 0960332676

96 8 27 096082701
39

16 18

39

17



18 37 

96 12 3 0960342853

96 11 22 27
3

32 1

96 11 2 0960046051

96 10 4 09601004001

2 95 9
11 0950332463

18

96 11 29 0960053549
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96 11 13 0960101671 96
11 15 0960104049

96 3 23 09605001910

19

18

95 01856

( ) 313
402

268 360 367 390 394
423 426 443

390 450
454 18

20 86
7 17 00000000

20
15 23

( )

92 134



19 39 

2

137 216
90 667

94 197
18

86 7 17 00000000

20
92

134 94
971 2

97 4 15 0970015703

97 3 31 0973040298

96 8 15 0960029239

96 6 29 09634517200

95

19 22
66



40

102 2 1
14

29

93 12 6
0930332985

( )

( )



19 41 



42



19 43 



44

( )

( )



20 45 

( )
( )

20

4

5
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82 1820

81 2592 1

76 3766
GM

GM

69 3468

96 402
( )

62.9%

                                                          
1 95 2476
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96 413 1 2
6 1 1

108 4
20

22 2
83

108 4
108 4 22

108 4

81 1 31 (80) 01540

97 2 18 0970005406

97 1 24 0970006802
27 1

20 1
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21



21 49 

200MG

91 37

Di-phenhygramine HCL

Diphenhygramine HCL

Diphenhygramine HCL
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Diphenhydram-ine HCL

Diphenhydramine HCL

Diphenhydramine HCL
Diphenhygramine HCL

Diphenhygramine HCL 0.5% Butyla-ted 
Hydroxytoluene BHT 0.3%

Diphenhygramine HCL

Diphenhydramine HCL



21 51 

96 11 6 0960045080

96 9 26 0960086396
21 2

96 7 31 0960012162

96 5 30 0960020219

379 3 3 3 5

96 05 07 0960040570

21 1 6 90
21 2 8

6 30 90

3 15
49
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92
3 15

4
2

95 11 10 0950003346

30 ppm 
20 ppm 
20 ppm 

DDT 1.0 ppm 
BHC 0.9 ppm 
PCNB (Quintozene) 1.0 ppm 

15 ppb 

95 10 26 0950003236

( ) Escherichia coli 102 cfu/g
( ) Salmonella species ( ) Total 
viable aerobic count 107 cfu/g ( )

Yeast & Mould 104 cfu/g
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30 ppm 
20 ppm 
20 ppm 

DDT 1.0 ppm 
BHC 0.9 ppm 
PCNB (Quintozene) 1.0 ppm 

15 ppb 

Cd 2ppm Pb 30ppm Hg
2ppm

( )
( )

( )

( )
( )

( )

( )
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Human Immunodeficiency Virus, HIV
B Hepatitis B Antigen, HBsAg

B
B

B



22 55 

22

6

96 03477

SULFATHIAZOLE

92 11 21
SULFATHIAZOLE

22 2 61 6

91 92 5

22 2 61 6

2
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859,050 858,294 586,004 562,492 571,704

243 2

8219

91 108 2

                                                          
2
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90 7107

82 4846

82 6872

( )
( )
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( ) ( )

80 2813

96 2499

Reductil
Reductil

Reductil
Reductil

Reductil

PUB



22 59 

Reductil
IP

ADSL
Reductil

22 1 2
Reductilsdsd Reductil

Reductil 15mg
15mg Sibutramine 97 2 14
0970002194 97 3 11

0970007670 108 137
Reductil

83 1

83 1

86 2 82 216 210
220 1
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96 4 24
3 1

2 1 3
Reductil

96 1237

CENTRUM SILVER
83 1

83 1 86
4243 82 2

43 1

22 2

22 2

84 7 7



22 61 

83 1

39

22
1 2 59

56
59 8 17

56 2 6 334-337 56 5
7 774-775 56 8 6 567-572 56 8
8 1295 57 58 6 57 63 4-5

57 69 3-4 57 78 11-13 58 40 38-47
58 42 13-18 58 43 43-44 58 95

16-25 58 96 21-36 59 1 3-21
59 43 2-24

16

71 5 12
43

23 32
( ) 120

72 12 27
( ) 147-148

43
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71 11 16 71 20
16

72
73

43 1

43 2
73 82 2 5

43
22

22
43

2 77
77

82 4 417-418
450-451

77
22 2 2 22

22 1 2
77

77 3
77

77
81 46 91-97
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Karl Larenz
233-234 80

Karl Larenz 224

293 82 2 5
22

83 9 21
71 5 12

43
88 6 30 89 1

21 91 5 14 94 2 16
( ) 124-146 72 12

27
93 4 16

96 10 30
71 5 12

43

23 32
83 9 21

81 6 1
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77
93 4 16

4

96 12 4
0960050469 ( ) 247

22

71 5 12
43

71 20
43

2

83
1 96 10 30

CENTRUM SILVER CENTRUM

( ) 153

CENTRUM CENTRUM SILVER

CENTRUM CENTRUM SILVER
Boron Lutein Lycopene

85
Boron Lutein Lycopene



22 65 

39

GMP
97

1 21 97 007 ( ) 31 32

4 2 3,080 6
1 8,900

( ) 56 57
18-24

91 8 7
CENTRUM SILVER CENTRUM

CENTRUMSILVER
CENTRUM

4

( ) 240

CENTRUMSILVER

CENTRUM SILVER CENTRUM
4

12
1,200 ( ) 239



66

76

76
80 184-190

76 80 189
1976 -

76 86 148-149

118-128

83
1 81
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96
2138 95 1777 93

2727 94 2300

92 1365

90 173

91 30
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90 2681

87 1897

95 6 15 09500294420

39 1

22 1



22 69 

25
95 09500442050

25

95 6 12 0950022324

26 1

39 1
36 1

22
1

3

84 9 5 (84) 21108

                                                          
3 95 0950700651

25
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82 1 8 (82) 00580

( )

97 3 18 0970309646

250mg

97 2 14 0970003082

88
12 9 88073234

2 3
89 7 20 89036547



22 71 

96 2 250mg/
048573

CAPSULES P.L.

97 1 22
0970302902

91 7
20 22
1 2

97 2 12 0970002742

97 1 14 0970000669B
22

Iodinated glycerol

22 1 1
96 5 4 0950321011

79 1
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96 12 26 0960054823

96 11 14
Sulpyrin

Sulycel injection 20ml

96 11 26 0960025574
Sulpyrin Sulpyrin

71 83 84

22 1 1
Sulpyrin 83

24 26
96 11 14 71 83 84

96 1 30 0950065535

Ginkgo Biloba Ginkgo

95 12 13 0950025319
22 1 2

93 4 16 0930550177
0930312001 95 12 7

09500557210

Ginkgo Biloba Extract



22 73 

43

94 4 29 0940002424
94 5 1

22 1 1

4

( ) ( )
( ) ( )

( )

Antilocapra americana 
Addax nasomaculatus 
Ammotragus lervia 
Budorcas taxicolor 
Cephalophus dorsalis 
Cephalophus jentinki 
Cephalophus monticola 
Cephalophus ogilbyi 
Cephalophus silvicultor 
Cephalophus zebra 

                                                          
4 A
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 Damaliscus pygargus dorcas
Damaliscus dorcas dorcas 
Gazella dama 
Hippotragus niger varianii 
Kobus leche 

 Naemorhedus baileyi Naemorhedus goral 
 Naemorhedus caudatus Naemorhedus goral 

Naemorhedus goral 
 Naemorhedus sumatraensis 

Capricornis sumatraensis 
 Oryx Dammah Oryx tao 

Oryx leucoryx 
Pantholops hodgsonii 
Pseudoryx nghetinhensis 

 Rupicapra pyrenaica ornate
Rupicapra rupicapra ornata 
Saiga tatarica 

Batagur baska 
Clemmys muhlenbergi 
Geoclemys hamiltonii 
Clemmys mutica 
Cyclemys flavomarginata 
Geoclemys reevesii 
Kachuga tecta 
Melanochelys tricarinata 

Nicoria Geoemyda
Morenia ocellata 
Terrapene coahuila 

Testudinidae Testudinidae spp. 

Cheloniidae Cheloniidae spp. 

Dermochelys coriacea 
Pseudemydura umbrina 



23 75 

23

7

191

94 01984

21 2 8 23
4 6 30
23 4 71 1 72 90 1

88 10 26 313
88

11 19 0000000
23

4 90 1 89 4 6 89
041822 6
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6

23 4

26

82 9 20 0000000
CNS 6629 CNS 

13245

93 03169

23 4
6 30 23 4

80 1 3 90 1

82 9 20 0000000
CNS 6629 CNS 13245

3
23 4



23 77 

40 1

23 4

40 1

23 4

80 9 26 990135

82
9 20 0000000 CNC 6629

CNS 13245

23 4
23 4 23 4

23 4
80 1 3

93 3 8
0000000000

80
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1 3

82 9 20
0000000

23 4 90 1
6

196
60,020

20
94 7 13

94 8 11

80 1 3

70 931



23 79 

93 12 18 09325057600
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24

1057

95 00374

24

23

23

66 1

89 1175



24 81 

93 01255

( ) SARS

24 2
9

( )

92 8 14
00000000000

92 1002

HGH Young Liquid

95 12 20 09585041100

1
24



82

-
-

5

0800-026-888
24

95 3 20 0950011130

0800-026-888

3

95 9 7 09584907900

9

87

9



24 83 

84
4

13 1

70
65

66 69
84 104

50

94 3 31 09405241500

24

92 4 22 0920020071
24 1

24

24 1

1



84

97 2 27 0970008158

Levofloxacin

97 2 18 0970016841-A
24

70
45

96 12 12 0960335015

24

47

24

91 7 2



25 85 

25

8

26

95 9

( )

( )
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( )
20 1 3 94.2.25 4

89.12.16 0000000 93.11.02 0000000
23 0000000 92 02

0000000000 0000000000 24 27
42

3
Bioequivalence

( ) ( )

75

39 42

( )



26 87 

39
75

20

( )

204 205 14

( ) WTO TRIPS 8 1

WTO
TRIPS 30

WTO
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1998

76

WTO
68 2

( )

293 294 ( )

( )

39



26 89 

WTO TRIP

95 124

( )

3 1 1 5 1 1 10 1 9
1

26
81 11 17

0000000 16

5 1 1
3 1 1

( )
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44 63

1
52 65 1 2

1 46
47

4

75

39 1 4
75 4 2 20 1 3

96 4 16

96 6 15 0000000000
20 1 3

75
75



26 91 

75

94 17
( )

3 1 1
10 1

9

5 1 1
5 2 81 6

10 81 0000000

( ) 26
description
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5 1 1
3 1 1 81 11 17 81

0000000 ( ) 273 ( ) 7 15

7 15

9 1
7 15 ( )

30

4 ( )
91 1 1 WTO

( ) 299 301 WTO
TRIPS

4 2 WTO
WTO

7 15

7 15
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7 15
( )

3 1 2 3
10 13

13
( ) 7 SUMMARY OF 

PRODUCT CHARACTERISTICS
7 78 83

13
Merz

Merz Merz

154 7
Lundbeck 51

Merz Lundbeck Merz Ebixa 
Tablets memantine 10mg Lundbeck

7 10 Lundbeck
7 Lundbeck

7 Lundbeck
8 ( ) 39 Lundbeck

7 Merz
7 Merz

8
13 149

7 13
1 Exhibit leaflets
MRZ00000-0000 MRZ00000-0000 MRZ00000-0000 MRZ00000-0000
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MRZ00000-0000 Merz Parmaceuticals GmbH
Merz 7 13

7
MRZ00000-0000 MRZ00000-0000 MRZ00000-0000 MRZ00000-0000
MRZ00000-0000 7

1
8 7

1 Lundbeck
Ebixa Tablets memantine 10mg 7

7
11 103 104 2

93 7
1 2 Lundbeck Merz

regulatorydocumentation
thus Lundbeck Merz

pre-clinical clinical 11
Merz Lundbeck Ebixa Tablets

memantine 10mg 7
2

2 Lundbeck Merz

7 1 ( )
166 167 9 ( ) 42 43

7 1 9
9 1 9

( ) 57 60
9 9 5 Lundbeck

Merz

Merz 6 Merz
Lundbeck Ebixa Tablets memantine 
10mg Lundbeck

9 Merz
Lundbeck

8
7 ( ) 15 Approval Labeling 



26 95 

Text NDA 21-487 15 159 178
Licensed from Merz Pharmaceu ticals GmbH

15 Forest 15
4 ( ) 127 128

4
167 4 4
15 Licensed from 

Merz Pharmaceu ticals GmbH C 2005 
Forest Labo ratories, Inc. 401 C

Copygight 2005 Forest 
Laboratories, Inc. Forest

13 1 2
Forest 4 15

9 ( ) 42 43 4
Merz Merz

Merz
Merz

154
Merz

Merz

Forest 4
8 Lundbeck

7 Merz
Forest 4

Merz
9 5 Forest Merz

Merz Merz
Lundbeck

Forest
Merz 15
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4 9
Merz Namenda Forest

Ebixa Tablets
memantine 10mg Lundbeck

Lundbeck
Namenda Ebixa 2
Forest

Forest 4 15
Ebixa Tablets memantine 10mg

15 4
6 3

( )

3 1 11
28 7

7 ( )

44
63

1 52
65 1 2 39

20 1 3
75

Witgen
109

7
42

3 Bioe 
quivalence 2



26 97 

7

39
20 1 3 7 15

6 3 42

7
15 Ebixa Tablets memantine 10mg

7 6

96 2 6
65 2 4

52

Witgen Ebixa Tablets memantine 
10mg

public domain 7
6

7
Witgen 52

( ) 15
3

Witgen 15

( )

67 1020 ( ) 95
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4 1 Witgen
8 9 ( ) 99 100 188 189

3
8 9

95 5 2
0000000000

( ) 194 200
344

80 5
3

3 6

3
Witgen

7

( ) 345

84 88 1
7 15

3

2

94 3
( )

( )
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Pantoprazole sodiumsesquihydrate 45.1mg Indications
Contraindication Specialwarningsand precautions for use Interaction

( )

( )

BYK
pantoprazole 2.3.1

2.3.1

ALTANA



100

ALTANA Byk 
Gulden Byk Gulden ALTANA

ALTANA

Byk Gulden

Byk 
Gulden Byk Gulden ALTANA

Byk Gulden ALTANA
( )

( )



26 101 

0000000000

0000000 0000000
0000000000 0000000000

Bioe quivalence



102

96 5 11 09616002040

5 1 1
3 1 1

81 11 17 81
8119189 39 4

20 1 3

95
9 94 17 94

3
3

95 5 3 09516001590
52-1

95 4 10 0950315137
52-1

( )

5 1 1
10

5 1 1
3 1 1 81 11 17

81 8119189 ( )



27 103 

27

9

10

11



104

15

16

28

96 757

27 1
92 1 3

96 00663
( ) 95 12 04

http //www.supermt.com.tw/Storeweb/sphygmomanometer.htm
/ /

2,500 Gocanning 3,100

/ /

( )
27

73



27 105 

95 08 01
0000000000

27

Gocanning

27 1 92 1 3

96 00304

27 1
67 2500 25 123

67 2500

73
25 123

95 00150



106

27 1 3 15
14 1 15 6 27 1

92 1 95 3 19

60
012089 011842

012357
011843

6
27 1
92 1 30,000

8

97 3 27 0970013202

97 3 17 0970702700

12 1



27 107 

96
12 78

97 1 9 0970300063

96 11 20 0960039513

96 7 19 0960030768

96 07 10 0960012946
96 5 18 0960013227

58

12



108

96 5 18 0960013227

96 3 26 0960001875
85 4 29 85016013

93 10 8 0930040771

58

12

96 4 20 0960015263

96 4 3 0960028537



27 109 

96 4 13 0960008932

96 2 26 0960005541B

96 11 15 0960051341

96 11 6 0960047810
14 15 1

27 1

16



110



27 111 



112



27 113 

http://www.moea.gov.tw%7Edoc/ce/cese1000.html

( )



114

27-1

96 757

27 1 1 3
15 3 6

93 4 21

92 92 11 14



27-1 115 

1 27 1
30

94 2 6
30 15

93

609

93
27 1 3

97 1 2 0960064930

96 12 4 0960108476

73 7
16 487411

( )

SC
( )SC

( )SC

(02)2346-5255

96 3 7 0960008196



116

0960014880

5

28

                                                          
5 27 1 2 3



28 117 

17

18

68 728



118



28 119 



120

( )



28 121 

( )

JA02990



122

JA02990

CF01011
F108031 F208031

29

17



29 123 

97 3 31 0970014413

97 3 24 0970004885
29
19

14

96 8 2 0960027001

96 6 11 09600580080
96 6 20 09634549600

96 6 13 0960008357
96 5 21 960521

29 1

13
95 9 11 09502133170

92 10 20 09202433640



124

2
27 3

30

97 1 28 0970004466

97 1 23 09730137200
27 28

30

93 1



31 125 

31

17

32

13

17



126

33

34

96 12 14 0960064599

27 1 34 1

96 12 5 0960110187
19

34 1
27 1

34 2

34 1
94



34 127 



128

87 7 21 87041796



34 129 

OTC

OTC 84.03.22

88 10 1 88026612
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88 7 12 88204022
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35

36

37

94 00971

37 1 2

92 37 2
102
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37 2 92
86 7 30 00000000 102

37 92
102

37 2 102
102

37 2
92 37
2 92

93 01141

37 2 11 14

37 2
11 14

102 2
11 1

2

14

102
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37 2

2

37 2
92 1
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0000000000

97 2 1 0971600020
2

37 1 93 1
37 1

102

37
2 92 1 37

1 37 1 93 1
3 96 10

21

KEFLEX

2
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38



136

39

22-1

23-1

24
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95 792

82 5607

BOEHRINGER MANNHEIM EUGIUCON

79 4991

ZYLORIC
ZYLORIC

96 00042

39 1 92 1 95
5 26 00000000000 3
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95 8 30
3

96 6 12
229 2 229 1

20 93 1 1
20 229 1 2

1.
2.

3.
4. 4

6

27 1 3 29 31
39 1 1 60 1

3 15 39
1 92 1 101

101 YB4001 101
B4001 101 Y4001

39 1 92 1 95 5 26
00000000000 3

95 8 30
95 6 13

95 6 19
00000000000

101
YB4001 101 B4001 101 Y4001

95 5 10 0000000000

95 2
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27 95 5 10
0000000000

39 1
92 1 3

3

39 92
3

96 01077

107 2
3

86 573
95 05 19 024448

1
18
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75 362

95 04428

( )

39 1
39

22 1 76
79 2 27

79
Analysis of Variance, ANOVA 0.05

90% Confidence interval
20% Power, 1- 0.8

79 ( )

79
93 8 26 power

Cmax AUC0- 54% 54% BE
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90% CI 90% Confidence interval
Cmax AUC0-

BE 80%-120%
93 8 30 Cmax AUCO-

20% 0.8 BE 20%
90%

Cmax AUC0- 90% 80%-120%
79 94

5 11 C816 7 20 C822
94 5 31 8 16

94 11 30
C833

( ) ( ) 86-94 ( ) 1-3

( )
79 20%

Power, 1-
90% 

Confidence interval
ANOVA

Power 0.8 ANOVA
0.8-1.2

94 11 30 C833
79

79
( )

6
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83 4 13 85
127 6

( ) 104
79

79

( ) 83 7 4
SAS

ANOVA Cmax Tmax AUCo-24 
AUCo- t1/2 MRTo-24 =0.05 90% Confidence Interval Power

(1- ) AUC Log+Linear
Student’s T Test

79 ANOVA
85 2 29

( )119 6-25 ( ) 5 79
94 5 31 0000000000

Cmax Tmax AUCO-24 AUC0- T1/2 MRT0-24
SAS ANOVA

90% Confidence Interval Power
79
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88 178

CURAN TABLETS 300MG CURAN 
INJECTIONS 50MG/2CC

AUCO 24 AUCO 00 Cmax 90% Confidence Intervals
( )

Zantac Tablets 300mg Injections 
50mg/2ml

Cmax
AUCO 00 90% Confidence 

Intervals Power,1-beta

Zantac TAblets 300mg Injections 50mg/2ml 
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( )
( )

( )
HPLC ( )

HPLC ( )
( )

p.1229 1. 2.0g
75% 50mL 15 20

2. X mg(1)
10 mg I 75%

200mL 2mL 75% 250mL
3. 3.1.

octadecylsilanized silica gel 5 m 4.6mm 250mm
25~40 UV 400nm 0.05mo1/L 

NaH2PO4 H3PO42mL (2) CH3CN 11 9
1mL/min 3.2. 10 l

I
I

I
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1  X mg = 10 100/F F
I %

2 7.8g NaH2PO4 H3PO4 2 mL 1000 mL
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SENNOSIDES

SENNOSIDES 18 mg

SENNOSIDES
12 mg

( )

( )
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40

24

96 03722

40 93 4 2
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40

40 86
5 7 93 4 2

243 2

96 1 17 0960001451

96 01 05 0950109953

94 12 27 0940346755
94 6 20

6
40 92

80 2
94
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93 1 7 09304151300

OB

OB

( )

OB

OB
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40-1

95 7 7 0950325965

40-1 2 2 2

94 02 05 40-1
2 95 02 27

2 2

( ) ( )
( ) ( )

( ) ( ) ( ) ( ) ( )
( ) ( )

( )
95 1 1

94

http://www.doh.gov.tw/
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40-2

94 26

56 2

40 2 5
57 1 1 ( )

56 1 2 57 1 1 40 2 5
40 2 5 94 2 5

94 2 5 3

94 7 349
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( )
Gemcitibine

Gems Gemcitibine

Gemcitibine

56 2

Gem-citibine

Gemcitibine
Gemcitibine Gemcitibine

Gemcitibine 56 2
40 2 5

Gemcitibine
56 2

( )

Gems
38 Gemci-tibine water

Gems Gemcitibine
Gemcitibine

Gemcitibine
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Gemcitibine
94

11 15 0000000000 2 222

( ) 40 2
5

Gemcitibine

( )
Gemcitibine

Gemcitibine Gemcitibine
Gemcitibine

Gemcitibine

Gemcitibine
56 2

Gemcitibine

56 2
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Gemcitibine
Gemcitibine

Gemcitibine
2002

8

Gemcitibine

277
87 2

Gemcitibine

Gemcitibine

Gemcitibine

87 1
56 2 ( )

56 2

56 2

Gemcitibine

2,000,000 ( )
84 1

85 1
216

82 1
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82 1 85 1
89 1745

85 1 82 1

88 1
84 1

93 2292

19 2316
84 85

85

( )

244 4
2,000,000 11

30 38
1000 877

2,000 877
2,631,000

2,000,000
1

( )
56 1 2

56 2
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( )
40 2 5 57 1 1

66262
110476 109978

Gemcitibine

66262 110476 109978

66262 110476 109978
Gemcitibine 66262 110476

109978

56 1 2 57 1 1
66262 110476 109978

40 2 5 57 1
1

2,000,000

66262 110476 109978
Gemcitibine

66262 110476 109978
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66262 110476 109978
Gemcitibine 66262 110476 109978

93 77 6

                                                          
6 40 2 5

40 2 5

40 2 5 94 26
95 3
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95 9 27 7

( ) FDA

( ) 1.
2.

FDA
4 3.

20
( ) 1.

2.

( ) 1. 40 2

2.
3.

                                                          
7 http://www.biopharm.org.tw/
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( ) 1. 40 2

2.

41

42

93 12 10 0930338696

( )
active control

superio-rity non-inferiority equivalence

pos-itive control
non-inf-eriority margin
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Clinical Equivalence Study Pharmacodynamic 
e-ndpoint PD 90%

Confidence Interval 80 120%
( ) placebo 

control add-on study

90% Confidence Interval, IR: Cmax AUCO t AUCO 8; 
SR: Css, max AUCss, 0 70 143%

( )

94 08 31 0940004263

0930000210

GMP
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43

44

45

90 4 9 0900024914
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( )

( )

89 12 12 0890035812 8

Bridging Study

E5 ICH E5 
Guidance

Complete Clinical data package
( )

( )

                                                          
8
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( )
( )

( )

( )

82 7 7 08246232 9

72 01 28
412698 72 08 26 443001 77 12
10 763746 8

1

                                                          
9 89 4 6 89016984

89 12 12 0890035812
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81 6 5 82 3 8 12

83 8 1

( )

( )

( )

( )

81 6 5
82 8 1 84

7 31 84 8 1
81 6 5 82 8 1

82 8 1
( )

( )

( )

( )

( )
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( )

45-1

95 02899

ethambutol

( )
ethambutol

90 1 3 0000000000
ethambutol 15-25mg/kg ethambutol

central scotoma

2004

15mg

( ) 15

11 17
3 1
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( ) 94 8 12 11 30
56 59

( )

( )
23mg

2 93 1 19
93 6 4 14
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( ) 13

13

ethambutol

97 2 13 0970300766

90

90

46

96 01019

92
93
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( )

287

( ) 89
9

92 6 8 92 93

92 6

( )

296
2
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96 12 12 0960063371

75

96 11 27 0960039995

46 1

46 1

97 1 25 0970003324
AQUA

97 1 14 09730137800

46 1 92

91 5 17 0910030405

96 11 6 0960048868

96 10 22 09638117600
40

46 1
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46
92 1

96 9 12 0960037085

500

96 8 9 0960072855
96 3 30 96033001

USP30 P.1403
60 96 8 8

90 meet USP 
Dissolution Test 2 USP30 1403

Test2
USP Dissolution Test 2 Test 2 If the product 

complies with this test, the labeling indicates that it meets USP 
Dissolution Test 2. Test2 90

PCC01E47
2007.4

meet USP Dissolution Test 2
test1 test2
46 1 92 1

47

96 01139

2
2 5 1



172

1 3
6

51 1 2

2
1 3

51 2
1

1

92 2 26 1 3 6 9

48

10

                                                          
10 76 78

525 529 589
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93 1677

92 1053

91 1096
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90 6417
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002531
2004/05/25 

016526
2004/05/25 

016527
2004/05/25 

016581
2004/05/25 

024326
2004/12/31 

032794
2005/07/19 

035534
2007/08/11 

035566
2007/08/19 

037329
2004/03/01 

042565
2008/09/08 

044458
2005/01/29 

044696
2008/12/04 

044857
2004/12/11 
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044859
2009/01/04 

044995
2003/12/10 

045029
2008/12/23 

045066
2003/12/10 

045728
2003/12/10 

000631
2003/12/10 

000942
2004/01/04 

003455
2003/12/03 

004077
2003/12/03 

004947
2003/10/27 

006048
2004/11/25 

006820
1987/05/25 

007484
1999/01/04 

007485
1998/12/18 

008025
1999/05/25 

008296
2004/06/26 

008485
2004/06/26 

009206
2000/08/13 

010787
2003/12/18 

010963
1999/01/04 

011170
2004/05/25 
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011207
2003/12/10 

001709
2003/12/04 

002140
1991/12/10 

002196
1998/12/10 

002940
1985/12/21 

003501
1986/01/04 

001136
2004/05/25 

028602
2004/06/08 

044820
2004/07/19 

044856
2004/08/31 

044858
2004/05/28 

005814
2005/01/23 

006041
2003/04/11 

006045
2003/04/11 

006805
2004/06/25 

000173
2004/06/14 
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PMF

PMF

48-1

33

49

95 02105 11

( )
235

33

( )

49

                                                          
11
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3 15 14 27 1
49 92 1

49

33
33

49
49

33 49
49

49

49

33

49
49

33 49
49

( )
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49
92 1

33

33

49
28 32

49

49
33

49 92 1
3

86 5 28 (86) 8413036-008

1.
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2.

3.

50
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96 12 27 09670367400

96 7 6 0960006767

3 4
83 6

29
3

PDR Physician’s 
Desk Reference British National Formula ABPI

Drugs in Japan Arzneimitte- 
Kompendium der Schweiz Compendium of Pharmaceuticals 
and Specialities Dictionarie Vidale MIM’s
Rote List Repertoire Commente Des Medicaments
FASS Farmacevtiska specialiteteri Sverige
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51

95 12 27 0950061515

27 1

95 11 23 0950097199
51

92
27

92

52

53

34
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54

55

96 5 3 0960013831

17

96 3 29 0960004848
17

2
7

17
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56

57

96 00900

( )

5
5

42 1
47 1 57

000376 000493 002315 3292 3293
01606 92 5 6

92 6 3 0000000000
1

( )
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GMP
GMP CGMP 111

3 4 5 7

57
87 4 22 2 1 88 5 1

00000000 00000000
89 5 2 00000000

1

89 5 2

1
( )

78 1182
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96 5 16 0960013371

96 3 26 0961001205
57 2

92 1

92 1

95 7 13 0950024578
BU FREE

95 6 7 09534016200

3
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( )

( )

1.

2.

3. 1

2
N+1

N

3 1 2
4.

A -

B B -

( ) 1
5. A

( )
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( )
( )

( )4.
B

95 2 24 09574191900
57 2

90
5 23 0900032369 ( )

91 6 10
57

2
57 2

57 2
57 2

90

57-1
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58

12

59

95 419

59 1

14 34 2

59

60

59
60

59 1
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ALPROX 0.5mg

ALPROX 0.5mg
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FR00000000

00000000
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XanaX

89 9 28 8908963601

Xanax 0.25mg
Xanax 0.5mg Eurodin 2mg



194

60

89 9 14 8908510201
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A

EPHEDRINE PHENYLBUTAZONE AND ITS 
SALTS METHYLEPHEDRINE

62

64

65
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96 3 27 09670111100

13

3

3 1 17
96 1 23

0960000784

65
65

91 1 6

66
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12

44

45

46

47

414

                                                          
12
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96 00021

( ) 95
02 23 C3

95 02 23
C3 95 4 6

( ) 95 02 23
C3

000000000 66
2 92 3 ( )

47 2
2

96 00545

p-25
24

66 1 20 500
66 1 92 4

4
24

p-19
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27 2

95 05 30
95 07 01

( )

( )

( )
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AZ0000000000
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96 4 12 0960311697

96 3 15 9603003

6
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96 3 7 0960005536

258 1 http://www.etmall.com.tw/Pages/Product 
Detail.aspx?StoreID=5&CategoryID=1495&ProductSKU=293868

96 01 29 0960008920
66 1 2

96 3 6 0960005650

96 01 31 09630707000

95050320

( )

( )
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( )

93 04 20 0930014495

93 09 01 0930035111

96 1 17 0960000327

95 12 27 0950108625

95 12 26

http://www.drtitan.com/

Amino Acid
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Amino Acid

~ c.c.

1.
2.

3.
4.

5.

6.

652



66-1 205

( )

66-1
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67
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drug@doh.gov.tw 080058828
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68

13

                                                          
13
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97 2 20 0970300688

Dabigatran etexilate Capsules 150mg
BI trial No. 1160.46

2

97 1 9 96523
( ) VTE Caucasian

( )
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152 amiodarone
dabigatran amio darone dabigatran AUC Cmax

50 60% BI Trial 
No. 1160.46 Final, Version 1, 1 October 2007 Amendment 1, Final, 
26 Oct. 07 ( )

Core Patient Information Sheet & Informed 
Consent Taiwan Version 1.0 18 Dec 2007 CGGKMKS ( )

Clinical Trail Informed Consent Form version 1.0 date 
02 Jan 2008 CGMHLK ( ) Clinical Trail Informed 
Consent Form version 1.0 date 02 Jan 2008 TVGH ( )

Clinical Trail Informed Consent Form version 1.0 date 02 Jan 
2008 CGH ( ) Informed Instructions and Consent 
for the Clinical Trail version 1.0 date 02 Jan 2008 SKMH ( )

Informed Instructions and Cons ent for the 
Clinical Trail version 1.0 date 02 Jan 2008 CMU H

39

( )

( )
87 2 ( )

86 ( )
68

92 20 500

106

GCP
95 7 7 0950325965

95 10 5 0950339498
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69

91 1843

95 00276

4 69 91

69 91

87 5 6
00000000 13
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96 00047

( )

69

23

69
( ) 95 06 07

95 6 8 69
91 95 05 17 00000000000

95 05 17
91 2 60 2,500

91 1 6 30
81 1

95 03705

4
40 15 15

15

69
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95 00962

24

89 3 10
00000000

66 1

OOnter_2003 YAHOO

38
39 YAHOO

66 1
92 1 3

95 00990

( ) 2

( ) 4
( ) 24
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( )
69

( ) 91 69
6 30 ( ) 94 2 24

00000000000 90 8 23
0000000000

15 2 2
( )

( )

( )

firewall
intranet

T
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69
91

94 8 26 0000000000
69

( )

275
( )

69
91 6
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94 03227

( )
4

69
( )

3
1

88 7 31 00000000
94 4 1 0000000000

3 1
( )

( )
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( )
69 91 1

94 02145
( )

39

93 9
22

( )

69
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0000000000

0000000000

0000000000
0000000000
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00000000

00000000

00000000

0000000000

0000000000

0000000000
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00000000

COSMO BISA

COSMO BISA
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COSMO BISA

95 7 6 09584847100

69

91
4
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95 1 2

69 91
94 10 26 0940333367

267 109 94 6 6 13
NosmoQ

6

94 5 5 09405254800
69

4

93 10 29 0930325690
70

O3

94 1 17

6
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97 3 10 0970010116

4 115

97 2 26 0970016971

1

70
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71 14

15

16

38

95 01994 17

( )

43

2 1 4 176

                                                          
14 294 535 537 585 603

36 27 28 32 94 2
15 102 92 572

87 2793 94 237
93 931 90 1276

16 582

17
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( )
176 355 1

89 10 19

72

73

14
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FM2
FLUNITRAZEPAT

615

FLUNITRAZEPAT

0000000000
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88 6 3 8803520901

FLUNITRAZEPAM

74
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36

75

18

27

31

35

                                                          
18 96 12 25 0960003630
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577

95 00196

Myway Touch
75 1

Myway Touch

85 3 4
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94 00728

93 12 22
93 10 6 1

93 10 13

94 03612 19

                                                          
19 96



75 233 

4 1

25 5 Diphyllin

1 1
25 25 1 1

545

0000000000
93 12 22 00000000000 93 7

23 93 10 21 93
180 93 9 15 93010

91 2 7 0000000000 93 8 17
0000000000 93 7 27

00000000000 93 7 22 23 27
93 7 27

25 5
( )
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39

73

25 100

93 10 21 93 180

( )

25 5
25 1 1 2 3
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1 20

Myway Touch
Myway Touch

MywayTouch

Myway Touch

Myway Touch
Myway Touch

00000000
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90 3406 20

Cytotec

( ) Cytotec

0000000
Cytotec

Cytotec

Cytotec

Cytotec

E1 Cytotec
E2

Cytotec

Cytotec

                                                          
20 94

03612 90 3406
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E1

Cytotec

Cytotec
Cytotec

( ) Cytotec

OSWALDv.LeGRAND 453 N.W.2d 634

informed consent
E1 E2 E2

E1

ACOG
E2

1

Cytotec

3

Cytotec
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97 4 10 0970310904

http://www.doh.gov.tw

96 9 27 0960041294

75

96 9 5 0960030661

96 5 30 0960019255

96 5 2 0960077
75 1 1 7

75 1 8

96 3 27 0960311703

(96) 037
75
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84 10 1
3 5503

870930
841001

870930 84 10 13
84043775 84 12 19

84067712 87 9
599 602

95 04 17 0950009180

94
6 20

6

95 03 03 09531521700
75 1

75 1

95 7 17 0950002163

54
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75 241 

( )

( )

( )

( )

( )
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( )
( )

5503
870930

841001
870930

93 7 21 09300576540
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76

74 3400

( )

( )

( )

73 11 15 (73) 13448
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77

78 21

                                                          
21

535 153 19 94
1263 92 1296 95

562 94 969



78 245 

75 57

( )

( )
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79

93 738

( )

( )

92 2718
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96 3113

79 1

9
92

2718
Sildenafil 1

38 1 2
82 4 23 82 4111

96 869

1 15
79 1 79 1

8 9

92 2718

83
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96 7 16 0960027279

93
Tadalafil

96 6 20
09667013320 96 5 25
0960022361

96 4 30
96

05 24 0960018942
79

96 6 20 09667013320
96 4 30

95 6 20 0950012743
52

95 3 27 0950024083
( )

31
1

9
508

192 5
14 92 381 ( )
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94
00847 92 1282

7 2002 24-25 ( )

7 89
404-405

52
30 1

31 1

30 1
31 1

2000 735

2

9 483

2004
27

192 5 24 1 32
2
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1 45 95 3 27
0950006236

89 12 5 (89) 042412

( )

85 7 27 (85) 18944



80 251 

80

37

96 11 30 0960048193

96 10 12 0960093382
37 2 80 1

4

96 1 21
96 9 28 96 4 29

37 96
8 7 0960030483
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96 8 7 0960030483

96 7 4 0960059748
37 2

96 1 21
96 4 29

37 47 1

93 1 5 0920328929 96 2
15 0960305129

96 5 9
99 1
96 9 10

0960305549
40 1

92 1

96 1 16 960116 96 1
15 960115
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22

( )

23

                                                          
22 37 2

23
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81

39

40

41

42

43
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82

82 5921

82 2828
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73 5580

72 807

96 5 3 0960013045

Enter Maca

96 03 23 0960003256

82 83

96 3 14 0960009391

118 15 2 Enter Maca
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Vardenafil analogue 459

95.10.16. 95 4067

96 03 01 0960002107
26 1

2

96 3 14 0960005542

27 1 82 83

96 01 30 0960007959

27 82 83
26 1

2

82
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83

2500

1675

606

94 5368
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82 6274

82 4832

73 2916

69 618

86 3791
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97 1784
82 1

83 1

454
1 3 2

89 48

95 1079

83
2

97 35
69 12 8

16 1 22 1
Amphetamine-like
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75 7 11 597627 79
10 9 904142

2 4
2 2 2 2

8 2
2 83 1

96
3582 8 2 2

6 5 70
93 4 21 83 1

7 500

8 6 2 1 10
83 1

8 2 24

83 1

95 1193

220 1

220 1

83 1 82
216 220 1 210

3

                                                          
24 94 11 25 8

95 1325
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89 630

88 428
RU

85 1470



84 263 

84 3

84

96 2047

( )
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85

96 11 26 0960049880

perox1 perox2 perox3

96 10 5 0960092654
545

36 1 5
1 1
42 1
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86
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73 6584

87

93 1 7 09304151300

OB

88

89
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90

( )

0000000

( )
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91

96 00123

87 5
21

FM2 8 FM2
25

22 40
FM2 FM2

FM2
FM2

FM2
FM2

Flunitrazepam 75 8 6
597995 80 6 12 933505

FM2 88 10 15 88
1524

2 91 1 24 91 439
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