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(3)GV17 HCQ

HCQ

(S)-(H)Form HCQ

GV17 (S)-
(+)HCQ

FDA pre-IND meet ing 

(4) NF02
(Blood-Brain Barrier)

(NaviFus )

10
NaviFus

2020

( )
1.

30
(CRO)

…

5+2 105 11

106

TFDA
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( CDE
)

107 Internat ional  Counci l  for  Harmonisat ion of  
Technical  Requirements  for  Pharmaceut icals  for  Human Use ( ICH)

104 1 1 PIC/S GMP 102
PIS/C

PIC/S GMP
2012 800 2018 803

82% 18%

2 FDA 7
2013 2018

(Drug Lag)
(Unmet need)

122 57
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2.

Δ 2003( ITIS )

3.
(1)

The US Census Burean 60 2011 8.0
6.4%
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(2)

…

/
(3)

WHO 2004 740 2030
1180 31 10

PMR(
) SND11/12/13( ) MMF( )

TFDA 104 PIC/S 
GMP PIC/S  
GMP

Grouping
..

PMR MMF( )
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( )
1 .

108 109 3 31

57,239 12,445

2.

(1)MMF( )

(cyto toxic  agent )

Mycophenola te  mofet i l ( MMF)
AZA

MMF

MMF

SLE
TFDA

107 8 5
4

(2)PMR( )
(Fast  Track) PMR

PMR II
103 8 (Otsuka)

PMR
105 105

FDA pre- IND

FDA
pre-NDA

(3) SND-11/13( ) /  SND12( ) /SND14(
)

SND11
2013 IND PhaseI
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PhaseIIb/ III
SND12 SND13

US.FDA (BTD
Breakthrough Therapy Designat ion) (

) FDA Fast  Track( )

105 SND-14 FDA
(IND) /

SND-13 SND-14

(4)Medeor101
Medeor thexapeut ics (Pivatal )

US FDA

( )
1.

(1) PIC/S GMP

(2)

(3)

(4)
(5)

2.
(1)

(2)

(3)

( )
1. ( ) ( )

2 .
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3.
A.

a.
b.
c . FDA GCP

d. PIC/S GMP
B.

a.

b.

c.

d .
MMF

( )
1.

2.

3.

4.

5.

6.
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7.

8.

9.

10.

/ /

( )
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( ) ( ) ( )

1.

107 108 109 ( 2)

(%) (%)
(%)

1 15,970 11 25,931 18
Sichuan Xieli 

Pharmaceutical 
Co., L

5,050 18

123,080 89 N/A 118,049 82 N/A 23,698 82 N/A

139,050 100 143,980 100 28,748 100

1

2

3
4 108 107

2.

107 108 109 ( 2)

(%) (%)
(%)

1 B 162,200 36 B 160,872 35 B 52,369 39

2 293,598 64 N/A 304,884 65 N/A 83,466 61 N/A

455,798 100 465,756 100 135,835 100

1

2
3
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( ) :
/

( ) 

107 108

318,573 223,638 249,296 386,346 246,875 251,930

1

2

( ) :
/

( )

107 108

221,039 424,982 1,134 1,791 227,098 432,278 2,373 6,352

3,214 15,188 - - 2,607 22,943 - -

- 4,341 - 7,685 - 3,776 - 129

- 1,811 - - - 278 - -

224,253 446,322 1,134 9,476 229,705 459,275 2,373 6,481

109 3 31
107 108 109 3 31

93 100 98

21 21 21

59 57 57

173 178 176

42 .7 43 .5 43 .7

11 .3 11 .73 11.97

1 .7% 1.7% 1.7%

17 .1% 14 .6% 14 .7%

66 .9% 69 .1% 68 .8%

13 .7% 14 .0% 14 .2%

0.6% 0.6% 0.6%
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四ǵ環保支出資訊：

最近年度及截至年報刊印日止，因污染環境所遭受之損失Ȑ包括賠償及環境保護稽查結果違

反環保法規事項，應列明處分日期ǵ處分字號ǵ違反法規條文ǵ違反法規內容ǵ處分內容ȑ，

並揭露目前及未來可能發生之估計金額與因應措施，如無法合理估計者，應說明其無法合理

估計之事實：無Ƕ 

五ǵ勞資關係

(一 )本公司各項員工福利措施ǵ進修ǵ訓練ǵ退休制度與其實施情形，以及

勞資間之協議與各項員工權益維護措施情形：

1.員工福利措施主要項目與其實施情形：

(1)保險

本公司員工均參加勞工保險 (勞保自付額亦由公司付費 )，全民健康

保險及團體保險 (醫療險ǵ癌症險擴及配偶子女，公司負擔全額保

費納保 )Ƕ

(2)健康檢查

每年全體員工實施全身健康檢查 (檢查內容包括血液常規檢查，尿

液常規，癌症篩檢，X 光，心電圖，腹部超音波 . . .等 )，亦實施過勞

量表與心理健康量表調查；並簽定特約醫師及護理師，定期到廠諮

詢服務，追蹤複檢，規劃執行職業病預防及健康促進事項，以維護

員工身體與心理健康Ƕ

(3)職工福利委員會

職工福利委員會提供員工三節禮金ǵ生日禮金ǵ婚喪生育補助ǵ住

院急難救助及國內外旅遊及社團等活動之補助Ƕ

(4)加班給付

優於勞基法的加班給付制度 (加班前 2 小時，給予 1.5 倍加班費Ƕ )

(5)獎勵績效達成的旅遊活動

各營業單位可享有績效達成的國外旅遊活動全額獎勵Ƕ

(6)禮金發放

公司於員工婚喪喜慶時致贈禮金Ƕ

(7)膳食

工廠提供午餐供同仁食用，亦不定時增添下午茶以抒解員工壓力，

增進工作效率Ƕ
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2.

GMP EMBA

/ 108
391 1,164

220 171
220 944

( ) 0 149,050

(PIC/S
GMP)
GMP

GMP GDP
PICS (1)-
GDP
108

2019 GMP GMP

108

2019 &

( )

( )
BA/BE

PIC/S GMP

GMP -

GMP 1
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3.

108 2

6%

4.
(1)

(2)

(3)

( )

Roche Products Ltd. 88.05.28~ Manufacturing Agreement on Ribavarin

Daiichi Sankyo Taiwan Ltd. 98.12.24~ Manufacturing Agreement on Cravit IV

101.09.01~
116.12.31

-Linicor

( )
102.01.23~

102.07.22~
A1-Addendum02

Stemgen Biotech Holding Limited
102.08.16~

Medeor Therapeutics,Inc.
104.09.30~

105.05.20~
109.04.04

-Bowklean Powder

105.07.05~

Soleno Therapeutics,Inc.
( Capnia Inc.)

106.03.06~
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( )
1 . -

( 1) 109 3 31
( 1)104 105 106 107 108

965,737 918,611 1,011,458 683,142 683,997 706,871

423,341 433,028 431,732 441,156 436,084 436,746

4,563 3,239 1,735 2,306 3,694 3,397

1,123,621 1,291,444 596,807 609,204 449,135 306,544

2,517,262 2,646,322 2,041,732 1,735,808 1,572,910 1,453,558

104,414 358,910 403,151 133,824 130,653 184,052

154,817 394,192 483,293 213,966 2 2

288,535 38,133 38,907 38,499 34,031 27,157

392,949 397,043 442,058 172,323 164,684 211,209

443,352 432,325 522,200 252,465 2 2

2,124,313 2,249,279 1,599,674 1,563,485 1,408,226 1,242,349

1,015,536
( 3)

1,008,060 1,008,060 1,008,060 1,058,149 1,058,149

208,016 207,991 207,991 207,991 207,991 207,991

86,896 76,161 188,550 196,090 187,886 161,324

36,493 40,879 108,408 115,948 2 2

822,184 957,067 219,101 175,372 17,232 (122,083)

(8,319) 0 (24,028) (24,028) (63,032) (63,032)

0 0 0 0 0 0

2,124,313 2,249,279 1,599,674 1,563,485 1,408,226 1,242,349

2,073,910 2,213,997 1,519,532 1,483,343 2 2

1 10 9 3 31
2 10 8
3 7 ,47 6
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2. -

( 1) 109 3 31
( 1)104 105 106 107 108

477,597 411,203 408,271 455,798 465,756 135,835

220,800 166,038 163,483 194,982 197,542 55,019

56,428 16,078 726 31,592 39,477 19,302

1,717 27,191 159,070 32,350 1,193 1,085

58,145 43,269 159,796 63,942 40,670 20,387

46,493 39,213 148,969 57,853 34,055 18,579

0 0 0 0 0 0

46,493 39,213 148,969 57,853 34,055 18,579

( )
706,957 135,338 (739,264) (13,900) (120,257) (136,241)

753,450 174,551 (590,295) 43,953 (86,202) (117,662)

46,493 39,213 148,969 57,853 34,055 18,579

0 0 0 0 0 0

753,450 174,551 (590,295) 43,953 (86,202) (117,662)

0 0 0 0 0 0

( ) ( 2 )
0.46 0.39 1.49 0.55 0.32 0.18

1 10 9 3 31
2 1 0 9 3 3 1
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3. -

( 1)

104 105 106 107 108

957,493 908,822 1,006,714 678,256 679,201

423,341 433,028 431,732 441,156 436,084

4,547 3,239 1,735 2,306 3,694

1,131,882 1,301,171 601,551 614,090 453,931

2,517,263 2,646,260 2,041,732 1,735,808 1,572,910

104,415 358,848 403,151 133,824 130,653

154,818 394,130 483,293 213,966 2

288,535 38,133 38,907 38,499 34,031

392,950 396,981 442,058 172,323 164,684

443,353 432,263 522,200 252,465 2

2,124,313 2,249,279 1,599,674 1,563,485 1,408,226

1,015,536
( 3) 1,008,060 1,008,060 1,008,060 1,058,149

208,016 207,991 207,991 207,991 207,991

86,896 76,161 188,550 196,090 187,886

36,493 40,879 108,408 115,948 2

822,184 957,067 219,101 175,372 17,232

(8,319) 0 (24,028) (24,028) (63,032)

0 0 0 0 0

2,124,313 2,249,279 1,599,674 1,563,485 1,408,226

2,073,910 2,213,997 1,519,532 1,483,343 2

1
2 1 0 8
3 7 ,4 7 6
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4. -

( 1)

104 105 106 107 108

478,047 411,203 408,271 455,798 465,756

221,055 165,879 163,360 194,982 197,542

56,869 16,068 662 31,592 39,477

1,276 27,201 159,134 32,350 1,193

58,145 43,269 159,796 63,942 40,670

46,493 39,213 148,969 57,853 34,055

0 0 0 0 0

46,493 39,213 148,969 57,853 34,055

( )
706,957 135,338 (739,264) (13,900) (120,257)

753,450 174,551 (590,295) 43,953 (86,202)

46,493 39,213 148,969 57,853 34,055

0 0 0 0 0

753,450 174,551 (590,295) 43,953 (86,202)

0 0 0 0 0

( ) ( 2 )
0.46 0.39 1.49 0.55 0.32

1
2

( )

104

105

106

107

108
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( )
1 . -

         ( 1)
109 3 31

( 1)104 105 106 107 108

( )

15.61 15.00 21.65 9.92 10.47 14.53

569.95 528.23 379.53 363.13 330.72 290.67

( )

924.91 255.94 250.88 510.47 523.52 384.06

829.73 255.41 222.22 415.02 413.60 314.26

10.64 7.99 26.15 63.943.00 152.18 638.09

( ) 5.27 4.44 4.75 5.53 5.67 5.98
69.25 82.20 76.84 66.00 64.37 61.03

( ) 2.46 2.27 2.07 2.03 1.92 2.34
( ) 8.80 7.48 6.80 7.33 5.94 7.68

148.37 160.79 176.32 179.80 190.10 155.98

( )
1.18 0.96 0.94 1.04 1.06 1.24

( ) 0.23 0.15 0.17 0.24 0.28 0.35
( ) 2.49 1.73 6.60 3.06 2.07 4.91
( ) 2.79 1.79 7.74 3.65 2.29 1.40

(%)( 7)
5.76 4.29 15.85 6.34 3.84 7.70

( ) 9.73 9.53 36.48 12.69 7.31 13.67
( ) 0.46 0.39 1.49 0.55 0.32 0.18

( ) 31.15 19.66 7.75 46.98 34.00 23.02

( )
111.55 91.39 85.82 63.41 52.67 69.68

( ) 0.83 0.89 2.92

1.46 2.85 43.42 2.01 1.86 1.44

1.11 1.62 -0.12 1.00 1.00 1.00
20

ϭ. ϭϬϴ IFRS ϭϲ
Ϯ. ϭϬϳ

ϯ.
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2. -

( 1)

104 105 106 107 108

( )
15.61 15.00 21.65 9.92 10.47

569.95 528.23 379.53 363.13 330.72

( )
917.00 253.26 249.71 506.82 519.85
821.90 222.74 221.05 411.37 401.48
10.64 7.99 26.15 63,943.00 152.18

( ) 5.27 4.44 4.75 5.53 5.67
69.25 82.20 76.84 66.00 64.37

( ) 2.46 2.27 2.07 2.03 1.92
( ) 8.79 7.48 6.80 7.32 5.94

148.37 160.79 176.32 179.80 190.10
( ) 1.18 0.96 0.94 1.04 1.06

( ) 0.23 0.15 0.17 0.24 0.28
( ) 2.49 1.73 6.60 3.06 2.07
( ) 2.79 1.79 7.74 3.65 2.29

(%)
( 7)

5.76 4.29 15.85 6.34 3.84

( ) 9.72 9.53 36.48 12.69 7.31
( ) 0.46 0.39 1.49 0.55 0.32

( ) 31.73 19.70 7.88 46.88 34.07
( ) 111.92 98.77 80.71 66.68 52.93

( ) 0.85 0.89
1.38 2.85 47.52 2.01 1.86
1.11 1.62 -0.11 1.00 1.00

20
ϭ. ϭϬϴ IFRS ϭϲ
Ϯ. ϭϬϳ

ϯ.

1 1 0 9 3 3 1

2

3

1 .

( 1 )

( 2 ) ( )

2 .

( 1 )

( 2 ) ( )

( 3 )

3 .

( 1 ) ( )
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( )

( 2 ) 3 6 5

( 3 )

( 4 ) ( )
( )

( 5 ) 3 6 5

( 6 )

( 7 )

4 .

( 1 ) × ( )

( 2 )

( 3 )

( 4 ) ( ) ( 4 )

5 .

( 1 )

( 2 ) (
)

( 3 ) ( ) (
) ( 5 )

6 .

( 1 ) ( ) ( 6 )

( 2 ) ( )

4

1 .

2 .

3 .

4 . ( )

5

1 .

2 .

3 .

4 .

5 .

6

7

- 88 -



108

 

 

        109      3    11   

- 89 -



98 161

162 219

- 90 -



108 107
%

683,997 683,142 855 0.13
888,913 1,052,666 (163,753) (15 .56)

1 ,572 ,910 1,735,808 (162,898) (9 .38)
130,653 133,824 (3 ,171) (2 .37)

34 ,031 38,499 (4 ,468) (11 .61)
164,684 172,323 (7 ,639) (4 .43)

1 ,058 ,149 1,008,060 50,089 4.97
207,991 207,991 - -
187,886 196,090 (8 ,204) (4 .18)

17 ,232 175,372 (158,140) (90 .17)
(63 ,032) (24 ,028) (39 ,004) 162.33

1,408,226 1,563,485 (155,259) (9 .93)

( )
1. 108

2. 108

( )
1.
2.
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108 107 ( ) %

465,756 455,798 9,958 2.18
268,214 260,816 7,398 2.84
197,542 194,982 2,560 1.31
158,065 163,390 (5 ,325) (3 .26)

39 ,477 31,592 7,885 24.96
1,193 32,350 (31,157) (96 .31)

40 ,670 63,942 (23,272) (36 .40)
6 ,615 6,089 526 8.64

34,055 57,853 (23,798) (41 .14)

( )
1. 108

2. 107
30,697

( )
1.109

129,739
2,372

132,111

2.
(1)
(2)
(3)

(4)
3.

108 107 . .
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( 1 )
(2 ) (3 )

( )
(1 )+ (2)+ (3 )

$ 2 1 9 ,9 0 4 $ 4 4 , 43 2 ($ 6 3 ,6 6 7) $ 2 0 0 ,6 6 9 N/ A N/ A

( )
1 .
2 .
3 .

( )
( )

( 1 ) (2 )
(3 )

( )
(1 )+ (2)+ (3 )

$ 2 0 0 ,6 6 9 $ 3 0 , 43 7 ($ 7 6 ,6 2 3) $ 1 5 4 ,4 8 3 N/ A N/ A

1 .
(A)
( B )

2 .

( )

( )

Genovate Biotechnology 
(Cayman) Co. ,  Ltd

Genovate-NaviFUS Inc.
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( )

( )
1 .

(1)

108 107
( ) (A) 167 1,057

( )(B) 2 ,184 2,378
(C) 465,756 455,798
(D) 197,542 194,982

A/C 0.04% 0.23%
A/D 0.08% 0.54%
B/C 0.47% 0.52%
B/D 1.11% 1.22%

(2)

2.
108

( )

( )
1.
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( ) ( NT$)
FDA

(IND) 2-3 1 .5

3-4 0 .1

2.

( )

( )

…
( )

101 1 12

( )
( )
( )
( )

( )
( )

( )

七
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( )
1 .

100% 

50%

2.

Genovate Biotechnology 
(Cayman) Co., Ltd

102/1/2 29,840

Floor 4, Willow House,Cricket 
Square, P.O. Box 2804, Grand 
Cayman KY1-1112, Cayman 
Islands

Genovate-NaviFUS Inc. 107/2/27 38,864

P. O. Box 31119 Grand 
Pavilion, Hibiscus Way, 802 
West Bay Road, Grand 
Cayman,KY1-1205, Cayman 
Islands

3.
4.

Genovate Biotechnology (Cayman) Co., Ltd

Genovate-NaviFUS Inc.
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5.

/

Genovate Biotechnology 

(Cayman) Co., Ltd

/ ( )
1,000 100% 29,840

Genovate-NaviFUS Inc.

( )
650 50% 19,429

( )
650 50% 19,435

6.

( ) ( )

Genovate Biotechnology 

(Cayman) Co., Ltd
29,840 14,935 - 14,935 - - (89) -

Genovate-NaviFUS Inc. 38,864 33,969 - 33,969 - (395) (5,114) -

( )
108 ( 108 1 1 108 12 31 )

27

( )
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- 99 -



- 100 -



- 101 -



- 102 -



- 103 -



- 104 -



- 105 -



- 106 -



- 107 -



- 108 -



- 109 -



- 110 -



- 111 -



- 112 -



- 113 -



- 114 -



- 115 -



- 116 -



- 117 -



- 118 -



- 119 -



- 120 -



- 121 -



- 122 -



- 123 -



- 124 -



- 125 -



- 126 -



- 127 -



- 128 -



- 129 -



- 130 -



- 131 -



- 132 -



- 133 -



- 134 -



- 135 -



- 136 -



- 137 -



- 138 -



- 139 -



- 140 -



- 141 -



- 142 -



- 143 -



- 144 -



- 145 -



- 146 -



- 147 -



- 148 -



- 149 -



- 150 -



- 151 -



- 152 -



( )

 

- 153 -



- 154 -



- 155 -



- 156 -



- 157 -



- 158 -



- 159 -



- 160 -



- 161 -
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- 165 -



108
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- 167 -



- 168 -



- 169 -



- 170 -



- 171 -



- 172 -



- 173 -



- 174 -



- 175 -



- 176 -



- 177 -



- 178 -



- 179 -



- 180 -
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- 189 -



- 190 -



- 191 -
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- 200 -



- 201 -



- 202 -
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- 205 -



- 206 -
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- 209 -



- 210 -



- 211 -



( )
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