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26 ,000 ,000  

 
350 ,000 ,000  

 
26 ,000 ,000  

100.11.18

10089634310  

101.4 -  50 ,000 ,000  500 ,000 ,000  33 ,500 ,000  335 ,000 ,000  
 

( )  
( 4 1 , 0 0 0 , 0 0 0 )  

101.04.06
 

10182432820  
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101.7 15 50 ,000 ,000  500 ,000 ,000  42 ,825 ,000  428 ,250 ,000  - 
101.08.03

10186200010  

102.12 40 100 ,000 ,000  1 ,000 ,000 ,000  52 ,825 ,000  528 ,250 ,000  - 
103.01.08

 
10301003300  

103.12 10 100 ,000 ,000  1 ,000 ,000 ,000  52 ,982 ,000  529 ,820 ,000  - 
103.12.25

10301266810  

104.04 10.
96 100 ,000 ,000  1 ,000 ,000 ,000  53 ,000 ,000  530 ,000 ,000   

104.04.10

10401061240  

104.05 10.
96 100 ,000 ,000  1 ,000 ,000 ,000  53 ,060 ,000  530 ,600 ,000   

104.05.18

10401085260  

104.08 10 100 ,000 ,000  1 ,000 ,000 ,000  53 ,063 ,000 530 ,630 ,000  
104.08.18

10401171720  

105.01 10 100 ,000 ,000  1 ,000 ,000 ,000  53 ,260 ,500  532 ,605 ,000   
1 , 9 7 5 ,0 0 0  

 
105.01.30

10501019500  

105.03 10 100 ,000 ,000  1 ,000 ,000 ,000  53 ,322 ,500  533 ,225 ,000  6 20 , 0 00   
105.03.08

10501042500  

105.05 32 100 ,000 ,000  1 ,000 ,000 ,000  63 ,322 ,500  633 ,225 ,000  
 

 
105.05.18

10501103330  
        3.

       
       

105 4 29 %
     

- - 42 2,897 10 2,949 

- - 27,229,459 32,804,855 2,096,953 62,131,267 

- - 43.82% 52.81% 3.37% 100.00% 
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  105 4 29 % 

1 999 188 51,729 0.08% 
1,000 5,000 1,908 4,058,016 6.53% 
5,001 10,000 329 2,622,296 4.22% 
10,001 15,000 157 2,004,311 3.23% 
15,001 20,000 78 1,419,789 2.29% 
20,001 30,000 99 2,451,684 3.95% 
30,001 40,000 39 1,384,012 2.23% 
40,001 50,000 26 1,181,113 1.90% 

 50,001 100,000 43 2,980,325 4.80% 
100,001 200,000 43 6,150,286 9.90% 
200,001 400,000 14 3,893,200 6.27% 
400,001 600,000 10 5,083,207 8.18% 
600,001 800,000 3 2,003,007 3.22% 

800,001 1,000,000 7 6,328,958 10.19% 
1,000,001  5 20,519,334 33.01% 

 2,949 62,131,267  100.00% 
        

             
105 4 29 %

11,462,495 18.45%

3,423,519 5.51%

2,604,519 4.19%

1,931,000 3.11%

1,097,801 1.77%

1,000,000 1.61%

1,000,000 1.61%

963,698 1.55%

860,163 1.38%

853,323 1.37%
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103  104  

 

 

         91.49( ) 72.23( )

         47.50( ) 18.18( )

         69.65( ) 40.96( )

 

 

       9.83 7.49

       9.83 7.49

 

 

 52,886 53,142

  (1.09) (2.36)

 (1.09) (2.36)

 

 

    - - 

 

 

 - - 

 - - 

 - - 
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1 104 205,500

(B)
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(A) 

( )

320,000 0.60% 176,000 10.96
/10 1,850,720 0.33 144,000 10 1,440,000 0.27% 

665,000 1.25% 326,000 10.96
/10 3,399,120 0.61 210,500 10 2,105,000 0.40% ( 1)

( 1)

( 1)

1

 (B) 

 ( )
( )

( )
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102
( )

1 103 1
102 1 150,000

250,000
102.10.25 1020043185 103.1.8

10301003300
400,000
10,000 10

40 400,000
2

 1

102 103

103 150,000 - 25,000 25,000 50,000 50,000
102 250,000 250,000 - - - -

2 104

3
400,000

( )

OralPAS®
150,000

250,000
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59 

編，本年度普癌汰銷售顯著成長及未來已簽合約之新產品陸續開始銷售，

為支應營運週轉金、購料等資金需求增加，若全數以銀行借款支應，負債

比率將提高而增加公司之營運風險，故決以辦理現金增資用以充實營運資

金，應可有效紓解公司資金需求，進而達到提高自有資本、健全財務結構

之目標。 

本次現金增資依計畫執行進度為充實營運資金，支援研發活動，102

年增資後流動比率、速動比率及負債比率等均較 101年度為佳，且挹注本

公司未來研發所需之資金，增加本公司未來營運之穏健性，現金增資執行

成效應屬良好。 

項目/年度 101年度 102年度 

流動比率 1140.33% 1903.88% 

速動比率 1053.69% 1829.59% 

負債比率 6.62% 4.45% 

每股淨值(元) 7.30 10.88 

B. 105年度現金增資 

(一) 計劃內容： 

1 、目的事業主管機關核准日期及文號：中華民國 105年 3月 15日金管證發字第

1050007462 號函核准申報生效在案及 105 年 4 月 1 日金管證發字第 

1050011083 號函核備在案。 

2 、本次計畫所需資金總額：新台幣 320,000仟元。 

3 、資金之來源：現金增資發行普通股 10,000 仟股，每股面額 10 元，溢價發行價

格 32元，共募集資金新台幣 320,000 仟元。

（二）執行情形： 

1、計畫項目及預計進度： 

單位：新台幣仟元 

計畫項目 預計完成日期 所需資金總額 

預計資金運用進度 

105 年度 

第一季 第二季 第三季 第四季 

研發支出 105年第四季 100,000 - 10,000 40,000 50,000 

充實營運資金 105年第二季 220,000 - 220,000 - - 

合  計 320,000 - 230,000 40,000 50,000 



2
320,000 105 5

/  105 3 105 5

445.29 818.25

304.29 722.90

8.87 8.08
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( )

                                                            

 
 

103  104  
 

 (%)  
 (%) 

 30,865 28.28 44,225 100.00 

( ) 78,271 71.72 - - 

 109,136 100.00 44,225 100.00 

( )103 MRI Gadopentetate 
Dimeglumine( )

- -
104 BH4 103
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- 2014 5
Gemcitabine Oral

C08001-Carvedilol CR N11005

A.Gemcitabine OralPAS®

2016 1 FDA(
) 2016 FDA

2

B. Carvedilol CR (C08001) CHF
GSK( )

Dilatrend®IR

2015 8 FDA( )
BE( ) BE

505(b)(2)

A.

B.
-OralPAS®

101
102 5

®(Bendamustine)   
2011  

A. OralPAS® N11005
2016 1 Jubilant 
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N11001
 

B. (BH4)( )
 

C. C07001( ) 2016
 

D. D0051302 2016 1 Jubilant

( )

1989
(Economist Intelligence Unit; EIU) 2014

1.1 2019 1.4
4.3% 2014 2,890

23%
2019 4,450 26%

IMS 2014~2018
5~8% 3~6%

2015
FDA 2013

2013 35 2014 50 2015
10 57 5

277
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2014~2022

11 11
48%

2013~2018 8~11%
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2012 27 (2,610
) 2017 36 (4,210 )

2010
Patient Protection and Affordable Care Act

2,500~3,000

2020
1 2014~2020 4.8

1060 5
“ ” 1270 210

2016
2016 2011 5960 6150

6450 0% 3%

5 100
250 300

B.

2010 2017
5.7 2017 800

APAC 61 IMS MIDAS

40 6,825
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30

25 26.5
10-20

500 90 2020
NSCLC

Non-Hodgkin's 
Lymphoma NHL RCC CML

C.

2002 227,000

(World Health 
Organization WHO)

137

2012
33

5
5.5% Transparency 

Market Research 2016 12
Gemzar® Tarceva®

Abraxane®

D.

(World Health Organization WHO)
137

CDC(Centers for Disease Control and Prevention) 
20

71%
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2012

96,694 2011 92,682 4,012
4.32% 2012 5.72%

6.8% 9,000~10,000
65 70

E.

(cholangiocarcinoma, CCA)

10-15% 95%
(median survival) 24

intrahepatic 
cholangiocarcinoma (IH-CCA) extrahepatic cholangiocarcinoma 
(EH-CCA) ( )

Klatskin 50-60%

(1) (2) (3)
(IH-CCA)

30%

60-70
0.01-0.5% 0.95 IH-CCA
0.82 EH-CCA 3%

10-20% IH-CCA
1.3-2.6%

5-FU
10% leucovorin interferon-

cisplatin oxaliplatin 25% 50%
(median survival) 6 12 capecitabine cisplatin

41% 12 gemcitabine
30% gemcitabine cisplatin capecitabine oxaliplatin

36% 10 15
gemcitabine cisplatin oxaliplatin
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F.

IMS 2016 800
Bendamustine 7.36 2014

Bendamustine 2008 3 FDA

500
leukemia 3.6

21

150

60

G.

1,700

WHO
45

760 2015
-1.7

500 1 3000
1.5

H.

Magnetic Resonance Imaging MRI

MRI 1980 2008 2 5
7 Global Information

2022
MRI 100
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(MRI Contrast Agents) 
MRI

MRI

2017 86 5
6% (CAGR)

TM (BH4)

21

TM

2016
3.2 ~3.5 2.5

United Network for Organ Sharing
1.5

25 IMS
2014 150
2%

2015
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100 2008 ~2014

13.03%

InnoThink 
40

110
(Patent Cliff) IMS Health

2011~2015 1940
10

2005 469 2011 702
7

4.  
         A.  
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IMS 2013 800
65  

2002  227,000 

 5.5% GlobalData
2012 5.29 2017

16.3  

    
( ) 

( ) ( ) 
12 - 21% 5 - 7%

Gemcitabine
20 - 30%

5%  
 

    Global Information NSCLC
2010 45 9.7%
2018 95

85%

 

 
1. NSCLC  

2.  

3. 
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DNA DNA
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(alkylating 
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(Cisplatin)  
(Carboplatin) 

DNA
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anti-tumor  antibiotics) 
(Topoisomerase)

(VP-16)
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(CPT-11) 

DNA
-

(Anti-mitotic agents) 
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(UFUR) 5FU 

(Microtubules) (Anti-mitotic agents) 
(Navelbin)

(Taxol)
(Taxotere) 
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agents) 
Steroids, ex.prednisone 

 
(epidermal  growth 
factor receptor, EGFR) 

 

(Iressa) 
(Tarceva) 

 

(epidermal growth factor receptor, EGFR) tyrosine kinase 
Gefitnib(Iressa

)
Erlotinib

Tarceva Iressa 
Gemcitabine 

FDA
80% 25%

Gemcitabine  
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Rituxan/ MabThera® 1997 IDEC Pharmaceuticals 
- Rituxan Rituxan 

2006
Rituxan

2008 2 Rituxan 
 

 

Cephalon Treanda(Bendamustine)
2008 10 FDA rituximab
B  

C. 505(b)2 - (C08001) 
760 2015

-1.7
500 1 3000

1.5 Medtrack® Database 
carvedilol 2012 4.9

carvedilol 2015
3 10

73



 

Carvedilol CR(C08001) FDA
Carvedilol

 

D.  
-

-
 

( )  

Magnevist(Bayer)
Magnevis 3

2014 Akorn FDA
Bayer 8000  

Omniscan(GE Healthcare )
40

Omniscan 2.3  
TM (BH4) 

BioMarin Pharmaceutical Kuvan®

2008 2015 2.6
100mg 900

TM

cost-effectiveness
 

 ( ) 

2013 700
Tacrolimus(Astellas) Gengraf® 

(Abbott) Cyclosporine  Tacrolimus 
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(A)Gemcitabine Oral 2015 11
(B) Gemcitabine Oral 2016

1 (US FDA)

(C)C08001 Carvedilol CR( ) (TFDA)
2016

(D)C08001 Carvedilol CR( ) FDA
505(b)(2) (BE)
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2016 BE
(E) (BH4)

(F) 2014 5 FDA( )
(ANDA) 2016 FDA

(G) MRI D0051301
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100 101 102 103 104

72,189 56,639 122,120 105,398 106,242

3,061 15,329 33,791 109,136 44,225

2,358.35 369.49 361.40 96.57 240.23 

A. - 
- -

 

B. - (Bendamustine)
2011 9
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C. Gemcitabine Oral OralPAS®

Gemcitabine

Gemcitabine Oral
2011 9 2012 9 FDA( ) 

IND( ) FDA( )

Gemcitabine 2014 4
Gemcitabine 

2015 11  1
 1 FDA(

)  2 Gemcitabine 
2016

1 FDA Gemcitabine 
Gemcitabine 

Gemcitabine
Gemcitabine 

 

D.505(b)(2) -Carvedilol CR (C08001)
505(b)(2) carvedilol

2~3

( )

78



 

( )
1.

104 (Bendamustine) 104
4.36% (Bendamustine) 93.71%

(BH4) 104
1.93%

2.
(Bendamustine)

Gemcitabine oral C08001(Carvedilol CR) N11001(Oral 
Insulin)

3.

Bendamustine

Bendamustine 7.36 2014

2014 2015

119,530 125,530

265 280

894 937

3,500 4,600

*

2016
Bendamustine 2015
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Gemcitabine Oral( )

 Eli Lilly 1996 FDA Gemzar® (Gemcitabine I.V.
Injection)

:
( ) ( )

Gemzar® 1996 FDA
90 Gemzar® 2000 

2008 17.2

OralPAS® Gemcitabine 
Gemcitabine Oral Formulation

(J ClinOncol 
1997;15:110-115)

Gemcitabine

Gemcitabine Oral 
Gemcitabine Oral

( - )
(Metronomic therapy: )

C08001 Carvedilol CR

2014
2015 8 FDA

NDA
NDA 3

Coreg CR

-
Akorn 2014

IMS 
40

- (BH4) 2013
2015 2015
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.  
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a.
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c.
 

d. 505(b)(2)
 

( ) ( )
1. Imipenem

2.
2014

3.
OralPAS®

4. Bendamustine( )
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FDA IND TFDA
2015 11

6.C08001-Carvedilol CR

2015 FDA
(BE)

( )

( )

1.
 % 

 
103 104

 
 

 29,581 44.03 41,441 51.29 16.49
 1,284 (9.64) 1,929 12.58 (230.50)

( ) 78,271 100.00 - - (100.00)
  - - 855 (33.16) -

 109,136 81.66 44,225 47.97 (41.26)

( ) 103 MRI Gadopentate Dimeglumine( )

20%

104
103

104
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( )
1.

 

103  104  105 3  

  

(%) 

 
 

  

(%) 

 
 

  

(%) 

 
 

1 SymBio 13,457 87.59 SymBio 21,296 56.50
 
 3,749 51.80

2 1,907 12.41 5,711 15.15
 
 1,836 25.37

3 - - - - 10,685 28.35
 
 

GVK
1,653 22.83

 
15,364 100.00 - 37,692 100.00 - 7,238 100.00 -

 
          
 

2.

 

103  104  105 3  

  
(%)  

  
(%) 

 
 

  
(%) 

 
 

1 A 66,076 60.54 - 30,910 69.89 1,971 31.19

2 20,567 18.85 13,315 30.11 - Avir 1,225 19.37 -

3 Akorn 12,064 11.05 - - - - - 739 11.69 -

4 10,429 9.56 - - - - - 2,386 37.75 -

 109,136 100.00 - 44,225 100.00 -- 6,321 100.00 -

 
 

       104
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                                               / /

103 104

( ) ( )

- 12,017 1,420 - 15,000 1,686

- - - - 16,491 1,069

API - - - - 1,310 4,924

      - - 1,420 - - 7,679

API

( )
/

103 104

            

11,723 1,284 - - 15,000 1,929 - -

3,612 29,581 - - 5,155 41,441 - -

300 855

- 131 - 78,140 - - - -

    - 30,996 - 78,140 - 43,370 - 855

104

10 4 4 30
103 104 105 4

11 11 11
13 9 9
22 15 18
46 35 38
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103 104 105 4
34.65 36.9 37.3

( ) 1.87 4 4

(%)

15.22% 17.14% 13.16%
50% 54.29% 60.53%

32.61% 20% 18.42%
2.17% 8.57% 7.89%
100% 100% 100%

   (
) ( ) (

)

( )

94 7 1
6%
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( )

               
  

 SymBio 
Pharmaceuticals Ltd 2008.03~2022.02  :  

 2012.06~2015.05  
 

:
 

 2008.12~2017.03  
 

:  

 DiosPharma Co.,Ltd 2012.05~2021.12  :  

 Akorn, Inc.
2012.06~2017.06

(
2 )

/   

 

Chanh Duc Service 
And Commerce 
Pharmaceutical 

 Co., Ltd. 

2013.02~2018.02   

  2013.07~ 2017.07   

  2013.07~2016.07   

 
KGP 

Laboratories(UK) 
Limited.U.K. 

2014.02~2018.02 /   

 AVIR PHARMA Inc., 2016.04~2026.12 /  

Saudi 
Arabia, U.A.E., 
Qatar, Oman, 
Kuwait, and 

Lebanon 
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                                                     :

           
1

105 03 31
2102 103 104

509,915 457,449 335,330 160,327

22,121 25,393 24,647 23,642

34,451 26,947 23,196 23,518

35,110 39,691 42,246 38,924

601,597 549,480 425,419 406,135

28,691 28,691 26,454 36,005
28,691 28,691 ( 3) ( 3)

- - - -

26,783 28,691 26,454 36,005
26,783 28,691 ( 3) ( 3)

- - - -

528,250 530,000 533,225 530,658

316,033 48,301 16,792 533,225

(269,469) (57,512) (151,052) (179,990)
(269,469) (57,512) ( 3) ( 3)

- - - -

- - - -

- - - -

    
574,814 520,789 398,965 370,130
574,814 520,789 ( 3) ( 3)

1  
2 105  
3  
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           ( )
100 101 102 103 104

221,815 259,940

- -

9,010 10,066

38,993 41,127

22,143 23,700

291,961 334,833

18,111 22,161

18,111 22,161

- -

- -

18,111 22,161

18,111 22,161

350,000 428,250

74,470 60,071

(150,620) (175,649)

(150,620) (175,649)

- -

- -

- -

273,850 312,672

273,850 312,672
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          1

105 03 31
2102 103 104

33,791 109,136 44,225 6,321

15,862 89,119 21,131 2,750

(149,043) (67,712) (130,888) (29,565)

8,504 10,200 5,280 627

(140,539) (57,512) (125,608) (28,938)

(140,539) (57,512) (125,608) (28,938)

- - - -

(140,539) (57,512) (125,608) (28,938)

(140,539) (57,512) (125,608) (28,938)

(140,539) (57,512) (125,608) (28,938)

(140,539) (57,512) (125,608) (28,938)

- - - -

(140,539) (57,512) (125,608) (28,938)

- - - -

(3.20) (1.09) (2.36) (0.54)

1  
2 105  
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3,061 17,629

517 8,289

(87,965) (77,204)

7,961 3,225

- -

(80,484) (73,979)

(66,182) (73,499)

- -

- -

- -

(66,182) (73,499)

(2.32) (1.99)
        ( )  

 

       ( )
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     1
105 03 31

2102 103 104

4.45 5.22 6.22 8.87

2,598.50 2,050.92 1,618.72 1,565.56

1,903.88 1,603.47 1,267.60 445.29

1,829.59 1,507.59 1,132.33 304.29

- - - -

4.36 13.4 11.32 4.50
84 27 32 81

2.81 3.77 2.03 0.68
4.87 10.10 22.15 3.20
130 97 180 534
2.10 4.59 1.77 1.05
0.07 0.19 0.09 0.06

(30.02) (9.99) (25.77) -6.96
(31.67) (10.50) (27.31) -7.53

(%) (26.60) (10.85) (23.56) -5.43
(415.91) (52.70) (284.02) -457.81

(3.20) (1.09) (2.36) -0.54
(496.16) (127.98) (486.92) -92.27

(528.40) (504.05) (503.73) -455.85

(24.82) (7.44) (33.81) -9.40

3 3 3 3

3 3 3 3
20

(1) ( ) 104  
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(4) ( ) ( )

( ) ( ) 104  
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1.
(1)
(2)   

2.
(1)  
(2)  
(3)  

3.
(1) ( )  

( )  
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(4) ( )  

( )  
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4.
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               ( 1)
100 101 102 103 104

( ) 6.20% 6.62%

( ) 3,039.40% 3,106.22%

( ) 1,224.75% 1,172.96%

( ) 1,166.79% 1,053.69%

-% -%

( ) 3.82 11.27

( ) 96 32

( ) 1.59 2.44

1.21 3.73

( ) 230 150

( ) 0.34 1.75

( ) 0.01 0.05

( ) (27.71%) (23.45%)

( ) (29.52%) (25.06%)

( )
(25.13%) (18.03%)

(23.00%) (17.27%)

( (2,162.10) (416.92)

( ) (2.32) (1.99)

(394.84) (302.97)

(508.19) (307.91)

(30.45) (24.73)
2 2

2 2
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(3) % % 101
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(5) % 101

1  
2 100 101  
3  
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1.
(1)
(2)  

2.
(1)
(2)
(3)

3.
(1) ( )  (

)  
(2) 365  
(3)  
(4) ( )  (

)  
(5) 365  
(6)  
(7)  

4.
(1) ×  
(2)
(3)
(4)

5.
(1)
(2) (

)  
(3) ( ) (

)  
6.

(1) ( )  
(2)   ( )
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106 107

108 151

96



104 103
%

335,330 457,449 (122,119) (26.70)
24,647 25,393 (746) (2.94)
65,442 66,638 (1,196) (1.79)

425,419 549,480 (124,061) (22.58)
26,454 28,691 (2,237) (7.80)

- - - -
26,454 28,691 (2,237) (7.80)

533,225 530,000 3,225 0.61
16,792 48,301 (31,509) (65.23)

( ) (151,052) (57,512) (93,540) 162.64
398,965 520,789 (121,824) (23.39)

(1) 104 103 104

(2) 104 103 104
(3) 104 103 104
(4) 104 103 104

104 103 ( ) %

44,225 109,136 (64,911) (59.48)
23,094 20,017 3,077 15.37
21,131 89,119 (67,988) (76.29)

152,019 156,831 (4,812) (3.07)
( ) (130,888) (67,712) (63,176) 93.30

5,280 10,200 (4,920) (48.24)
( ) (125,608) (57,512) (68,096) 118.40 

(125,608) (57,512) (68,096) 118.40 
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             104 103

%
( ) (128,809) (36,719) (92,090) 250.80
( ) (8,758) (9,836) 1,078 (10.96)
( ) 3,283 1,908 1,375 72.06

 

 

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

291,087 156,889 (390,706) 57,270  320,000 

1.  
  (1) 223,451 105

 
  (2) 12,382 105  
  (3) 2,016  

2.

320,000
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 1.

104 103
7.77% 3.77% (2.74)% (7.15)%

2.

104 103 549 2,376
1.24% 2.18%

3.

( )

1.

2.

3.
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4.

( )

1.

104
69.89% 105

    OralPAS®

Gemcitabine Gemcitabine
FDA

Gemcitabine

Gemcitabine Oral
2016 1 FDA -

C08001
(GSK) Dilatrend

2014 2015
(US FDA) 505(b)(2)

Coreg CR (BE)

Coreg CR( ) 2023
C08001 (BE)
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OralPAS® N11005

-Akorn 2014 5
(US FDA) Gadopentetate Dimeglumine

D0011301 D0021301 D0051301

TM(BH4) 2013

2.

( )

( )

( )

( )

( )
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( )

( )

( )

( )

1.

2.

( )

1.
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103 

續進行後續的新藥研發，將造成新藥無法上市之風險，希望透過完善的事前準備

工作以及嚴謹試驗程序，來降低新藥開發失敗之風險。 

因應對策： 

本公司的新藥主要為循 505(b)(2)途徑開發之新劑型新藥，較新成份新藥的

風險低且所需進行的實驗也較少。應用 OralPAS
® 平台技術開發之品項之一

-Gemcitabine Oral 中的 Gemcitabine 已具有長期使用的經驗，然為了確認療效目

標，已於 2015 年 11月已完成人體臨床試驗 1期，本公司將會依 1期之臨床試

驗結果，向美國 FDA(食品藥物管理局)申請臨床試驗 2期。 

臨床試驗進行順利成功之一關鍵，包含擁有豐富執行臨床試驗經驗之研發

團隊、委外研究機構(CRO)與醫學中心之全力配合等多項因素。因華具有堅強的

研發能力及基礎，同時又有執行臨床試驗豐富經驗的醫療環境下，更可增加本

公司的臨床試驗成功率，加速藥物產品進入市場之時程。 

此外，本公司另一新劑型新藥C08001-Carvedilol CR高血壓緩釋劑型用藥，

也係採用 Carvedilol free base 的主成份進行開發，而該主成份是原廠葛蘭素

（GSK）應用於一般劑型專利已過期的 Dilatrend，目前台灣人體臨床試驗三期

已接近完成，經 2015 年與美國食品藥物管理局(US FDA)確認，而美國只需進行

生體相等性試驗後，即可申請美國藥證。 

2.具競爭性與技術價值之相同療效產品推出市場，將造成本公司產品銷售風險。

因應對策：

    目前在 Gemcitabine製劑發展之可能替代開發技術，就專利分析大多為下列

幾種： 

① 合成 Gemcitabine之前驅藥物(prodrug)，以傳輸該藥物

② Nanoparticle傳輸系統

③ Liposome 傳輸系統

    其中第 2及第 3項發展為注射劑型並非為口服劑型，本公司目前進行人體

試驗結果顯示，口服劑型的吸收效果良好。 

3.新藥開發經歷長時間之投入與資金需求

新藥研發上市時程長，投資成本高，研發風險大，產生營業活動之淨現金

流入時點久，若無法順利創造營業收入，可能發生營運資金不足，將有無法完

成新藥研發計畫之風險，因此新藥開發公司若無充足之資金持續挹注，將造成

未來營運及財務上之風險。 

因應對策： 

Gemcitabine Oral及C08001高血壓用藥都屬依 505(b)(2)途徑開發之新劑型

新藥，具有高潛力可成為世界性新劑型藥物，且開發風險及時程較新成份新藥

較低且快速。未來 Gemcitabine Oral 將以策略聯盟方式，授權給國際大藥廠或當

地藥廠共同開發，一方面可收取授權金；而 C08001 則因試驗規模更小，預計在

取得美國藥證後，透過經銷商在美國銷售，資金需求相對較低。 



4.

Gemcitabine Oral
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