
Sunny Pharmtech Inc.

http://newmops.twse.com.tw

http://www.sunnypharmtech.com/

112 05 31

6676



03 480-9168 sunny.otc@sunnypharmtech.com

03 480-9168 sunny.otc@sunnypharmtech.com

255 (03)480-9168

http://www.sunnypharmtech.com/

210

http //www.yuanta.com 02 2586-5859

333 27

http http://www.pwc.tw 02 2729-6666



........................................................................................................................ 1
................................................................................................................5

............................................................................................................................ 5

............................................................................................................................ 5

........................................................................................................8
............................................................................................................................ 8

................ 11

........................................ 22

............................................................................................................ 25

........................................................................................................ 46

................................................................................ 47

.................... 47

........................................................................ 47

................................................................................................................................ 48

............................................................ 49

................................................................................................................50
........................................................................................................................ 50

( ) ..................................................................................... 53

................................................................................................................ 53

.................................................................................................... 53

................................................................................................ 54

.................................................................... 55

............................................................................................ 55

................................................................................................................56
............................................................................................................................ 56

................................................................................................................ 73

............................................................ 78

.................................................................................................................... 79



 
 ............................................................................................................................ 79 

 .................................................................................................................... 80 

 ............................................................................................................................ 81 

 ................................................................................................................ 82 
 ............................................ 82 

 ........................................................................................................ 84 

 .................................................................... 86 

 ............................................................................................................ 87 

 ................................................................ 87 

 ........................................................................ 87 

 .................................................... 88 
 ............................................................................................................................ 88 

 ............................................................................................................................ 89 

 ............................................................................................................................ 90 

 .................................................................... 90 

 ........................................................................................................................................ 90 

 .................................................... 91 

 .................................................................................................................... 94 

 ........................................................................................................ 95 
 ............................................................................................................ 95 

 ............................................ 95 

 ........................ 95 

 .................................................................................................... 95 

 ............................................... 95 



TFDA FDA

CDMO (Contract Development & Manufacturing 

Organization) 111

FDA

111 2 FDA

110 FDA ANDA 111 110

49.2% 111 112

111

1.

111 1 ANDA (CTD ) 111

359,585 212,971 110

49.2% 83.9%

2.

:

/ 111

359,585

206,707

( ) (170,240)

(%) (16.25)%

(%) (12.29)%

( ) (1.23)

- 1 -



3.

4.

(Specialty Pharmaceutical)

111 3 7 (DMF)

11 ANDA

112

1.

GMP

(1)

(2)

(3)

(4) GMP

(5)

(6) FDA

(CDMO) 

- 2 -



2.

3.

CMO/CDMO

API

5~8%

Frost & Sullivan Analysis 2021 2020

1.4 2021 2026

4.7% 7.7% 9.1%

(Specialty Pharmaceuticals)

(

) ( HIV)

- 3 -



cGMP

DMF ANDA

CDMO

30

111

:

- 4 -



94 2 3

94
(

) 94 2 3 5,000

101 1 80,000 85,000

103

103 9 4

103 8 29

103 10 1

14,500,000

$250,000

10 25,000,000

104

1

2

5 1.69

8 (#US 9,115,160 B2)

11 509,000 739,000

11

11 (#US9,186,817 B2)

105

2

6 160,000 899,000

6 FDA

8 (#I546312)

11 FDA

11 (#I555727)

12 (#US9,511,341 B2)

12 FDA

- 5 -



106

1

1 1,450

900,450

3

4 11,800

912,250

5 205,000

1,117,250

7

7 (#I591045)

7 700

1,117,950

9 FDA ANDA (LDC-O

)

107

1 1,000

1,118,950

3

5 FDA ANDA (NFT-C )

11 600

1,119,550

11 FDA ANDA (AMA-T )

12 FDA ANDA ( CYA-I )

12 (#US10,144,692 B2)

108

1 GMP (

)

3 350,000

1,294,550

3 GMP (IPT)

3 (#I652058)

9 GMP

10 483 FDA

- 6 -



109 7 Phytonadione GMP

110

3 FDA (CPT-I )

4 GMP

6 GMP

7 90,000

1,384,550

10 700

1,385,250

10

12

111

1

1 FDA ANDA (CTD-T )

2 FDA AMA-T

2

4 AMA-S ANDA FDA

7 2022 Taiwan Bio Awards

9 CPA-I ANDA FDA

- 7 -



( )

- 8 -



( )

(Project portfolio)

(

)  

QC SOP

( )

PIC/S GMP

GMP

- 9 -



ANDA CDMO

1 ANDA CDMO

2

- 10 -



(
)

1.
11
2

05
01

%

(
)

(
)

(
)

61
-7
0
11
0.
07
.0
9

3
10
3.
10
.0
1

2,
30
0,
75
3

1.
78

2,
30
0,
75
3

1.
66

-
-

26
2,
35
6

0.
19

  

(
)

 

 

(
)

 

(
)

-
-

-
(

1)

-
11
0.
07
.0
9

3
10
5.
01
.1
5

2,
07
7,
05
3

1.
60

2,
27
6,
45
0

1.
64

-
-

-
-

-

(
)

(
)

(
)

(
)

(
)

-
-

-
-

51
-6
0
11
0.
07
.0
9

3
11
0.
07
.0
9

-
-

14
5,
00
0

0.
10

38
2,
96
6

0.
28

-
-

Ba
ru

ch
 C

ol
le

ge
 

M
BA

 
 

  
FR

P

-

- 11 -



(
)

(
)

(
)

-
11
0.
07
.0
9

3
10
5.
01
.1
5

12
,8
19
,5
15

9.
90

13
,6
21
,6
32

9.
83

-
-

-
-

-
(

3)
-

-
-

-

51
-6
0
11
1.
06
.0
2

3
11
1.
06
.0
2

-
-

-
-

-
-

(
4)

-
-

-
(

2)

61
-7
0
11
0.
07
.0
9

3
10
8.
06
.2
8

7,
50
0,
00
0

5.
79

7,
96
9,
27
5

5.
75

-
-

-
-

(
)

-
-

-
-

61
-7
0
11
0.
07
.0
9

3
10
8.
06
.2
8

-
-

-
-

-
-

-
-

(
)

(
)

(
)

(
)

-

- 12 -



1
8

(
)

2
11
1

6
2

(
)

(
)

(
)

51
-6
0
11
0.
07
.0
9

3
11
0.
07
.0
9

-
-

-
-

-
-

-
-

(
5)

-
-

-
-

71
-8
0
11
0.
07
.0
9

3
11
0.
07
.0
9

-
-

-
-

-
-

-
-

-
-

-
-

61
-7
0
11
0.
07
.0
9

3
11
0.
07
.0
9

-
-

-
-

-
-

-
-

Ci
ba
-G
ei
gy

-
-

-
-

- 13 -



3

- 14 -



4

5

2.

112 05 01

( ) (53.80%)

( ) (25.00%)

( ) (11.20%)

( ) (10.00%)

(32.83%)

(25.00%)

(25.00%)

(16.67%)

- 15 -



3. 112 05 01

( 2881-

)

(13.07%) ( )
(8.34%) ( ) (7.62%)
(3.15%) ( ) ( )
(2.59%) (2.28%)
( ) (1.40%) ( )

(1.14%)

(100%)

(100%)

(100%)

( )

( 1310-

)

(7.92%)
(5.45%)

(2.21%) (1.89%)

(1.29%)
(1.25%) ( ) (1.22%)

(1.21%) ( ) (0.96%)
( )

(0.92%)

(100%)

( 1710-

)

(9.16%)
(7.99%)

(7.19%) (5.64%)
(3.75%)

(3.67%)
(3.09%) (1.81%)

(1.39%) (1.26%)

 
 

- 16 -



4.
112 05 01

(1) 30
5

(2) ( )

(3) 30

(1) 5

(2)

(3) 30

(1) 5

(2)

(3) 30

(1) 5

(2)

( )

(3) 30

1

(1) 5

(2) ( )
( ) ( )

( )
(3) 30

- 17 -



(1)

(2) ( ) ( )
( )

( ) ( )
( )

(3) 30

(1)

(2)

(3)

(

3
1 5~8 

)

(4) 2

2

(1) 5

(2) ( )

( )

(3) 30

(1) 5

(2) Ciba-Geigy

(3) 30

- 18 -



5.

(1)

51-60

61-70

71-80

3 3

V V V V V V V

( )
V V V V

( )
V V V V

V V V

V V V V V

V V V V V V

V V V V V V

V V V V V

(2) 8 3 1

( 37.50% 12.50%)

26 3 3 4

- 19 -



(
)

11
2

05
01

%

 
 

 
 

  

 
 

  

 
 

 
(

)
 

 

 
 

 

  
 

  
 

 
  

 
 

  
 

 
 

 
 

 
  10

3/
07

/0
1 

2,
30

0,
75

3 
1.

66
 

- 
- 

26
2,

35
6 

0.
19

 

  
 

 
  

1 
- 

- 
- 

1,
04

5,
00

0 

2 

 
 

 
  10

8/
12

/0
1 

41
2,

90
5 

0.
30

 
- 

- 
- 

- 
  

 
- 

- 
- 

- 
- 

   
 

 
  10

8/
12

/0
1 

90
,0

00
 

0.
06

 
- 

- 
- 

- 

 
 

 
/

 

- 
- 

- 
- 

- 

   

DI
NE

SH
 

EK
NA

TH
 

DE
O

KA
R 

 
 1

10
/0

9/
20

 
- 

- 
- 

- 
- 

- 

U
ni

ve
rs

ity
 o

f P
un

e 
(I

nd
ia

) 
 

H
i-Q

ua
l 

Ph
ar

m
a 

Te
ch

 L
td

 I
nn

ov
at

io
n 

St
ra

te
gy

 
an

d 
Po

rtf
ol

io
 

D
ev

el
op

m
en

t 
M

an
ag

er
 

- 
- 

- 
- 

- 

  
 

 
  11

0/
08

/0
1 

70
,0

00
 

0.
05

 
- 

- 
- 

- 
 

 
- 

- 
- 

- 
- 

 
 

 
  11

0/
08

/0
1 

19
0,

00
0 

0.
14

 
- 

- 
- 

- 
 

 
 

- 
- 

- 
- 

-

- 20 -



 
 

 
 

  

 
 

  

 
 

 
(

)
 

 

 
 

 

  
 

  
 

 
  

 
 

  
 

 
 

  
 

 
  11

1/
08

/0
5 

- 
- 

- 
- 

- 
- 

  
  

- 
- 

- 
- 

- 

  
 

 
 11

1/
10

/0
5 

70
,0

00
 

0.
05

 
- 

- 
- 

- 
 

 
-  

- 
- 

- 
- 

1
 

2
8

 

- 21 -



(
)

:

 
 

 
A

B
C

D

 

 

A
B

C
D

E
F

G
 

 
(A

) 

 

(B
) 

  
(C

) 
(D

) 

 
 

(E
) 

  
(F

) 
(G

) 

 

 

 

   

         

   

         

 

         

   

         

   

         

 
    

 
 

 
 

 
 

 
 

- 
- 

- 
- 

- 
- 

20
 

20
 

- 
- 

6,
07

5 
6,

07
5(

1)
 

- 
- 

- 
- 

- 
- 

(3
.5

8%
) 

(3
.5

8%
) 

- 
 

(
2)

 
- 

- 
- 

- 
- 

- 
15

 
15

 
- 

- 
- 

- 
- 

- 
- 

- 
- 

- 
(0

.0
1%

) 
(0

.0
1%

) 
- 

 
 

- 
- 

- 
- 

- 
- 

20
 

20
 

- 
- 

- 
- 

- 
- 

- 
- 

- 
- 

(0
.0

1%
) 

(0
.0

1%
) 

- 
 

 
- 

- 
- 

- 
- 

- 
20

 
20

 
- 

- 
- 

- 
- 

- 
- 

- 
- 

- 
(0

.0
1%

) 
(0

.0
1%

) 
- 

 
(

)
 

- 
- 

- 
- 

- 
- 

- 
- 

- 
- 

- 
- 

- 
- 

- 
- 

- 
- 

- 
- 

- 
 

- 
- 

- 
- 

- 
- 

20
 

20
 

- 
- 

- 
- 

- 
- 

- 
- 

- 
- 

(0
.0

1%
) 

(0
.0

1%
) 

- 

 
(

)
 

- 
- 

- 
- 

- 
- 

- 
- 

- 
- 

- 
- 

- 
- 

- 
- 

- 
- 

- 
- 

- 
(

3)
 

5 
5 

- 
- 

- 
- 

- 
- 

- 
- 

- 
- 

(0
.0

03
%

) 
(0

.0
03

%
) 

 
- 

- 
- 

- 
- 

- 
15

 
15

 
- 

- 
- 

- 
- 

- 
- 

- 
- 

- 
(0

.0
1%

) 
(0

.0
1%

) 
- 

 
 

- 
- 

- 
- 

36
0 

36
0 

50
 

50
 

- 
- 

- 
- 

- 
- 

- 
- 

- 
- 

(0
.2

5%
) 

(0
.2

5%
) 

- 
 

 
- 

- 
- 

- 
36

0 
36

0 
25

 
25

 
- 

- 
- 

- 
- 

- 
- 

- 
- 

- 
(0

.2
3%

) 
(0

.2
3%

) 
- 

 
 

- 
- 

- 
- 

36
0 

36
0 

25
 

25
 

- 
- 

- 
- 

- 
- 

- 
- 

- 
- 

(0
.2

3%
) 

(0
.2

3%
) 

- 

1.
11

0
7

9
(

)
 

2.
(

)
 

- 22 -



(
)

(A
)

(B
)

(C
)

(
1)

(D
)

A
B

 C
D

9,
09

2
9,

09
2

31
8

31
8

2,
06

9
2,

06
9

-
-

-
-

(6
.7

4%
)

(6
.7

4%
)

-
(

2)

- 23 -



2.

(1)

(2)

(3)

- 24 -



( )
111 4 ( )

(B) (%)(B/A)

4 0 100

( 1) 3 0 75

( 2) 1 0

100

3 0

4 0 100

4 0 100

4 0 100

4 0 100

4 0 100

4 0 100

1 111 10 25
2

- 25 -



( ) 14 3

111.03.17 6

CO117-

CO120-

111.06.30 7

111.08.05 8

111.12.02 9

 

( )

- 26 -



( ) :

1. 111 12 2

( )
(2)

110 8 9

- 27 -



( )

111 4

(B)
(%)

(B/A)
4 100
4 100

4 100

( ) 14 5

111.03.17
4

110
CO117-

CO120-

111.06.30
5

111.08.05
6 111

111.12.02
7

112

( )

- 28 -



1.

2.

- 29 -



(
)

V

V V V V

(
)

(
)

(
)

(
)

- 30 -



V V

V V

(
)

(
)

(
)

(
)

(

)

V

- 31 -



( )
V

su
nn

y.
ot

c@
su

nn
yp

ha
rm

te
ch

.c
om

)

V V V

V

(
)

ht
tp

://
w

w
w

.su
nn

yp
ha

rm
te

ch
.c

om
/

(
)1

. 2.

su
nn

y.
ot

c@
su

nn
yp

ha
rm

te
ch

.c
om

3.

(
)

(
)

- 32 -



V
1. 2. 3.

su
nn

y.
ot

c@
su

nn
yp

ha
rm

te
ch

.c
om

 

4. 5. 6. 7.

(
)

V

- 33 -



( )

1.

18 1.

2.

3.
(

3 1 5~8
)

4. 2

2

0

0

2.

(1) 3

(2) 110 7 9 113 7 8 111 5 (A)

(B)
(%)

(B/A)

5 100

5 100

5 100

(

)

- 34 -



(
)

(
)

V

V V V V

(
) 1. 2.

G
M

P
(O

H
S)

EM
S

(
)

(
)

3,
80

0

- 35 -



V
(

)1
.

2.

(
)

3.

V V

(
)

(
)

- 36 -



V V V

V

(
) 1. 2. 3.

(
)

(
)

(
)

G
M

P

V

- 37 -



(
)

V V

V

(
)

10
5

12
30

(
)

10
5

12
30

~

(
)

V
(

)

- 38 -



(
)

V V V

V
(

) (
)

(
)

(
)

(
)

V V V

(
)

(
)

- 39 -



V

(
)

- 40 -



(
) 1.

11
1.

04
.2

1
&

3

11
1.

10
.0

7
(S

us
ta

in
ab

le
 F

in
an

ce
)

3

11
1.

12
.0

9
A

I
-

3

11
1.

10
.2

1
3

11
1.

12
.1

4
3

11
1.

06
.1

6
3

11
1.

08
.2

9
3

11
1.

08
.2

9
3

11
1.

11
.0

7
6

- 41 -



2.

11
1.

08
.1

6
IF

R
S

8

11
1.

10
.2

8
-

8

- 42 -



( )

1.

2.

- 43 -



( )

( )

1.

111 03 17

110

110

110

CO117-

CO120-

111

111 06 30

110 08 05

111

- 44 -



111 12 02

112

112

112 03 31

111

111

111

112

- 45 -



( )

( )

112 5 30

109/04/27 112/02/28

107/10/25 111/05/31

111/05/25 111/08/08

111/08/05 112/01/10

111 1,400 - 1,400 -

1.

2.

3.

- 46 -



( )

1 111 10 25

( )

111 05 01

( ) ( ) ( ) ( )
- - - -

- - - -

- - - -

- - - -
- - - -
- - - -

( 1)
- - - -
- - - -
- - - -
- - (12,000) -
- - - -

Dinesh - - - -
- - (50,000) -
- - - -
- - - -

(9,770) - 1,000 -

- 47 -



112 05 01 %

,

:

13,621,632 9.83 - - - - -

6,810,843 4.92 - - - - -

8,038,000 5.80 - - - - - - -

7,969,275 5.75 - - - - - - -

6,810,843 4.92 - - - - -

6,810,843 4.92 - - - - -

- 48 -



,

:

4,497,482 3.25 - - - - - - -

- - - - - - - - -

:

3,849,236 2.78 - - - - - - -

- - - - - - - - -

3,735,848 2.70 - - - - - - -

:

3,529,648 2.55 - - - - - - -

- - - - - - - - -

:

2,350,000 1.70 - - - - - - -

- - - - - - - - -

- 49 -



( )
1.

/

1 94 .02 .03 09418972200
2 101.01 .10 1015002018
3 103.11 .24 1035196852
4 104.11 .26 10401249080
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106.01 10 100,000 ,000 1 ,000 ,000 ,000 90,045 ,000 900,450 ,000 6
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200,001 400,000 28 7,542,969 5.45

400,001 600,000 13 5,886,445 4.25

600,001 800,000 4 2,937,172 2.12
800,001 1,000,000 2 2,000,000 1.44

1,000,001 27 87,478,676 63.15

3,079 138,525,000 100.00

- 51 -



( )

112 05 01

( )

110 111
/ 36.3
/ 17.35
/ 26.825

8.13 6.99
8.13 6.99

133,711 138,525
(1.31) (1.23)
(1.31) (1.23)

- -
- -
- -
- -

/
/
/

1  
2  

(%)

13,621,632 9.83

8,038,000 5.80

7,969,275 5.75
6,810,843 4.92
6,810,843 4.92
4,497,482 3.25
3,849,236 2.78
3,735,848 2.70
3,529,648 2.55
2,350,000 1.70
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( )

1.

10%

2. ( ) 111

( ) 111

( )

1.

2.

111

3. 111

4. 111

5. ( )

( )
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( )
112 05 01 /

: 2,000

( )

110

110 9 10

110 10 1

2,000

1.44%

%
2 ( )60% 3

( )100%

0

0

1,450 ( )

10

%
1.05%
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( )

112 05 01

( )

( )

1,045 0.75% 0 10 0 0% 1,045 10 10,450 0.75%

150 0.11% 0 10 0 0% 150 10 1,500 0.11%
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( )
1.

IC01010

IG01010

F401010

C802041

F601010

F208021

F108021

IG02010

a 505 b 2

b

c

d
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C.FDA

FDA

Quality by Design, QbD

FDA

FDA GDUFA(Generic Drug User Fee 

Amendment)

2012 7 9 10

GDUFA I FDA 2017 8 GDUFA II

GDUFA II 2023
GDUFA II 2023 (2022.10.01 2023.09.30) ( )

(One Time Fees)

(ANDA Fee) $240,582

(Drug Master File Fee; DMF Fee) $78,293

PAS N/A

(Annual Fees)

GDUFA
(GDUFA Program Fee)

20 ANDA $1,620,556

6 19 ANDA $648,222

1 5 ANDA $162,056

(Facility Fees)

(Domestic API) $37,544

(Foreign API) $52,544

(Domestic FDF) $213,134

(Foreign FDF) $228,134

(Domestic CMO) $51,152

(Foreign CMO) $66,152
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D.ANDA

ANDA 2017

2019

ANDAs FY2016 FY2017 FY2018 FY2019 FY2020 FY2021 FY2022 

Approvals 651 763 781 935 737 679 722

Tentative 
approvals 184 174 190 236 172 157 183

Total approvals 835 937 971 1,171 909 836 905

Complete 
responses 1,725 1,603 2,648 2,310 2,010 1851 1811

ANDAs received 852 1,306 1,044 909 865 809 857

Refuse to receive – 
originals 246 142 127 52 42 46 49

E.

(traditional) (wholesaler)

(Pharmacy Benefit Manager, PBM)
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(PBM)

(Specialty) 
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(4)

800

0.2%

(FDA)

2007

2021 12 ( ) 207 1 3,465

GMP

(Contract 

development & manufacturing organization, CDMO)

CDMO

( ) ( )
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2.

( ) ( , API) ( )

A.

B.

(active

pharmaceutical ingredient, API) 

GMP

C.

( )
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3.

A.

2021 3,999 2026 4,990

2021 2026 7%

( : The Global Use of Medicines 2022)

B.CDMO

CDMO 

CDMO 2021 1,836 2027 2,896

7.29%

C. (Specialty Drugs)

(Specialty Drugs)

IQVIA Institute, Nov 2021
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IQVIA Institute, Nov 2021

D. (Pharmerging)

2017

2021 7.8% 5.1%

2022~2026 CAGR 5~8%

IQVIA Market Prognosis, Sep 2021 IQVIA Institute, Nov 2021

E.

COVID-19
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4.

ANDA

ANDA (2021 36.3%)

A. .

a. CPA

PTD

b.

c. CDMO

CDMO

d. CYA CPT DZP PTD SEL

e. API

f.

180

B.

a.

(blockbuster) PTD

b.

CDMO

c.

d.
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C.IER

D.

a.

b.

c.

d. CDMO

( )

(Specialty Pharmaceuticals)

CDMO

(ANDA)

A. ( )

(high potency) 

B.

50%

C.
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FDA

(DMF)

D.

E.

F.

112 3

7 23%

20 65%

4 13%

31 100%
112 3

12

8

3. 111 112 03 31

1

111 112 03 31

255,876 20,358 ( 1)

359,858 30,048 ( 1)

(%) 71% 68%
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1 CYA-I FDA

2 LDC FDA

3 NFT-C FDA

4 AMA-T FDA

5 CPT-I FDA

6 CTD-T / FDA

7 AMA-S FDA

8 CPA-I FDA

9 PTD-I FDA

10 CLB-T FDA

11 DZP-I FDA

( )

1.

FDA CDMO(Contract

Development & Manufacturing Organization)

2.

505(b)2

(Unmet Medical Needs) (Orphan Drug Status)

Paragraph IV 

505(b)2
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( )

1. ( ) ( )

11 ANDA LDC NFT

AMA CYA CPT CTD 6 FDA

ANDA

2.

IMS 2022 Q4

Strength IMS

AMA-T 500 MG + 1G 1,342,590 10%

CYA-I 1MG/1ML 20,495,716 22%

NFT-C 100 MG 190,266,578 12%

LDC-O 5% 60,340,900 5%

CPT-I 250Y/1ML 260,680 13%

3.

A.

IQVIA 2021 1.42 2019 1.27

12.51% 3~6%

2026 1.8

B. (biological) IQVIA 2021

3,850 2026 6,220

9~12% 33%
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2022

C. (Generic) IQVIA 2021 3,999

2026 4,990 2021 IMS Market Prognosis

/ (Developed) (Original Brands) 74%

(Pharmerging) (Non-Original Brands + Unbranded)

48%

5 7%

D. (Specialty Pharmaceuticals)

(traditional)

IQVIA 2026 58%

E.CDMO

CDMO 2021 1,836 2027 2,896

(CAGR) 7.29%

EBITDA

FDA CDMO (Contract

Development & Manufacturing Organization)

4.
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505(b)2

A.

B.

C.

505(b)2

D.

E. GMP 2019 FDA

F.

5.

A.

a.

b.

GDUFA

c. 505(b)2

d. FDA ANDA

e.

f.

g.

B.

a. GMP

(second source manufacture facility)
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b.

505(b)2

c.

( )

1.

CYA
CPT

AMA
NFT
LDC

( )
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:

110 111

(%) (%)

1 F 13,629 33.04 F 24,641 39.76

2 M 7,326 17.76 P 9,761 15.75

3 Y 4,788 11.61 C 7,903 12.75

4 15,506 37.59 19,666 31.74

41,249 100.00 61,971 100.00 

     111

2.

:

110 111

(%) (%)

1 T 92,545 38.40 T 109,969 30.58

2 V 52,616 21.83 D 69,049 19.20

3 - - - - L 66,184 18.41

4 95,837 39.77 114,383 31.81

240,998 100.00 359,585 100.00

    CDMO

111 D L
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( )

AMA-T 111

110 111

AMA-T 20,000,000 176,910 15,117 20,000,000 141,120 2,965

( )

:

%

110 111

NFT-C - - 19,251,200 89,955 - - 30,979,900 98,468
AMA-T - - 551,520 15,117 - - 141,120 2,965
CPT-I - - 33,450 12,355 - - 60,980 24,246

- - - 50,373 - - - 98,093
- - - 9,580 - - - 53,438
- 57,924 - 5,694 - 64,178 - 18,197
- 57,924 - 183,074 - 64,178 - 295,407

110 111
112

03 31
9 8 7

31 32 31
59 84 85
99 124 123

( ) 36.80 35 34.95
( ) 2.66 2.54 2.56

55 63 62
42 58 85
1 2 2
1 1 1
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( )

1.

(1)

(2)

(3)

(4)

2.

(1)

(2)

A. -

B.

(3)

A.

B.

(4)

A.

B.

3.

6%

- 79 -



4.

( ) (

)

( )

1.

-

2.

(1)

(2)

A.

B.

C.

D.

E.

F.

G.

H.

(3)

A.

B.
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C.

D.

E.

F.

( )

2015/3/24~ 10 NFT
2015/9/15~ 10 CTD

2018/06/01~2023/05/31 CPT
2015/7/1~2034/12/31

2022/06/22 ~ 7
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( )

107 108 109 110 111

359,056 519,300 449,033 471,784 413,983
954,821 939,514 870,286 909,503 1,062,085
107,712 98,759 83,967 76,662 80,440
10,544 60,414 96,308 136,774 73,106

1,432,133 1,617,987 1,499,594 1,594,723 1,629,614
92,771 132,140 144,805 165,700 280,246
92,771 132,140 144,805 165,700 280,246

319,142 339,703 310,405 302,560 380,071
411,913 471,843 455,210 468,260 660,317
411,913 471,843 455,210 468,260 660,317

- - - - -
1,119,550 1,294,550 1,294,550 1,385,250 1,385,250

200,252 377,471 2,884 169,056 16,896
(299,582) (525,877) (253,050) (427,843) (432,849)
(299,582) (525,877) (253,050) (427,843) (432,849)

- - - - -
- - - - -
- - - - -

1,020,220 1,146,144 1,044,384 1,126,463 969,297
1,020,220 1,146,144 1,044,384 1,126,463 969,297
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( )

( )

107 108 109 110 111

142,795 234,480 419,941 240,998 359,585

125,137 95,252 224,069 115,749 206,707

(298,996) (214,040) (74,341) (176,003) (187,620)

(586) (12,255) (27,419) 1,210 17,380

( ) (299,582) (226,295) (101,760) (174,793) (170,240)

( ) (299,582) (226,295) (101,760) (174,793) (170,240)

- - - - -

( ) (299,582) (226,295) (101,760) (174,793) (170,240)

( ) - - - - -

(299,582) (226,295) (101,760) (174,793) (170,240)

( )
(299,582) (226,295) (101,760) (174,793) (170,240)

( )
- - - - -

(299,582) (226,295) (101,760) (174,793) (170,240)

- - - - -

( )
( ) (2.68) (1.80) (0.79) (1.31) (1.23)

107

108

109

110

111
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( )

( 6)

( 1) 

107 108 109 110 111

(%) 28.76 29.16 30.36 29.36 40.52 

(%) 140.27 158.15 155.67 157.12 127.05 

(%) 387.03 392.99 310.09 284.72 147.72 
(%) 319.79 293.06 202.74 214.72 114.29 

(%) 2 2 2 2 2 
2.39 2.89 11.09 5.81 8.76 
153 126 33 63 42
1.30 2.01 1.56 1.05 1.80 

13.44 7.69 7.64 6.20 8.62 
281 182 235 347 203

0.17 0.25 0.46 0.27 0.36 

0.10 0.15 0.27 0.16 0.22 
(%) (20.82) (14.30) (6.09) (10.93) (10.28) 
(%) (25.61) (20.89) (9.29) (16.10) (16.25) 

(%) (26.76) (17.48) (7.86) (12.62) (12.29) 
(%) (209.8) (96.51) (24.23) (72.53) (47.34) 

(2.68) (1.80) (0.79) (1.31) (1.23) 
(%) 3 3 3 3 3 

(%) 3 3 3 3 3 
(%) 3 3 3 3 3 

4 4 4 4 4 
4 4 4 4 4 

20%
1. 111

 
2.
3.

111
111

 
4. 111

1
2
3
4
5
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( )  (
)

365

( )  (
)

365

×  

( )
( ) (

)

( )  
  ( )
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110 111
%

471,784 413,983 (57,801) (12.25)

909,503 1,062,085 152,582 16.78

76,662 80,440 3,778 4.93

36,616 40,347 3,731 10.19

( 1) 100,158 32,759 (67,399) (67.29)

1,594,723 1,629,614 34,891 2.19

165,700 280,246 114,546 69.13

302,560 380,071 77,511 25.62

468,260 660,317 192,057 41.02

1,385,250 1,385,250 0 0.00

169,056 16,896 (152,160) (90.01)

(427,843) (432,849) (5,006) 1.17

1,126,463 969,297 (157,166) (13.95)
( )

1. 110 91,162
2. 111 140,000

62,795
110

1 - -
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( )

( )

CDMO

30

110 111 (%)

240,998 359,585 118,587 49.21

(125,249) (152,878) (27,629) 22.06

115,749 206,707 90,958 78.58

(291,752) (394,327) (102,575) 35.16

( ) (176,003) (187,620) (11,617) 6.6

1,210 17,380 16,170 1,336.36

( ) (174,793) (170,240) 4,553 2.6

(174,793) (170,240) 4,553 2.6

(174,793) (170,240) 4,553 2.6
( )

1. 111 Covid
FDA 111

2. 111
3. 111
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( )

1.
%

.2.

( ) 112

112 123,031

110 111
%

(34,352) 26,879 61,231 (178.25)

(213,791) (221,626) (7,835) 3.66

235,429 188,378 (47,051) (19.99)

1. 111 Covid 110 49%

2. 110 111

a b c d
( )
a b+c+d

222,634 (56,344) (123,031) 245,143 288,401 - -
1.

(1)
(2)
(3)

2.
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( )

110 111
(%) (%)

361 0.15% 1,379 0.38%
5,624 2.33% 4,585 1.28%
3,182 1.32% 16,151 4.49%

240,998 100.00% 359,585 100.00%

1.

2.

3.

112 2 2.43%

( )

( )

110 71%

111 71% 112 3
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CPA  

CIT  

DZP  

PTD  

TCL  

SEL  

 
(blockbuster)

 

MSL  

TIT  

TLM  

ITN  

NTN  

SMN  

CLB  

505(b)2

(Unmet Medical Needs) (Orphan Drug Status)

Paragraph IV 

505(b)2
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( )

( ) ( )

( )

( )

( )

( )

1.

2.

( )
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( )

( )

( )

1.

2.

(blockbuster)

3.
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