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113/05/27
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1.

2. 113/8/18
113/8/30

3. 113/7/1

4.

5.

6.

2.

113/1/16

1. 100% Bora Pharmaceutical
Holdings Upsher-Smith Laboratories, LLC.

2.
3. ○

113/3/7

1.
2.
3.
4.
5.
6.
7.
8.

9.
10.
11.
12.
13.
14. (Bridge Loan)

15. 100% Bora Pharmaceuticals
USA Inc. 100,000

16. 100% Bora Pharmaceutical
Holdings, Inc.

- 65 -



17. 100% Bora Pharmaceutical
Holdings, Inc.
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3. 100% Upsher-Smith

Laboratories, LLC
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3. CDMO
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USA Inc. 57,000
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2. 100% Bora Pharmaceuticals

Holdings, Inc.
3.
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Injectables Inc. CDMO
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3. ○
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113 114 3 25

(221,880) (71,000)

147,836

(43,030) 0 15,000

(1,000)
(88,000)

(26,832) 0 30,000

5,000 0 6,000

3,168 0 0

12,500

12,470

(10,832) 0 (9,000)

12,394
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( )
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18,704,939 18.03%

5,063,792 4.88% 21,322,741 20.56%

11,348,676 10.94%

5,063,792 4.88% 21,322,741 20.56%

5,063,792 4.88% 21,322,741 20.56%

4,041,318 3.90%

857
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2,628,043 2.53%

1,505,442 1.45%

5,063,792 4.88% 21,322,741 20.56%

1,474,000 1.42%

1,248,000 1.20%

1,180,000 1.14%

1,180,000 1.14%

- 73 -



113 12 31 %

( 1)
( 2)

( ) 1,500,000 100% 536,850 35.79%

( )
22,618,880 100% 8,095,297 35.79%

( )
165,000,000 100% 165,000,000 100%

Bora 
Pharmaceuticals 

USA Inc.
500,000 100% 500,000 100%

Bora 
Pharmaceutical 

Services Inc.
100,000,000 50% 100,000,000 50% 200,000,000 100%

( ) 100,000 100% 100,000 100%

( )
72,707,800 98.14% 72,707,800 98.14%

( )
40,000 100% 40,000 100%

( )
60,000,000 100% 60,000,000 100%

( )
74,252,492 99% 74,252,492 99%

TWi 
Pharmaceuticals 

USA, Inc.
38 100% 38 100%

( ) 21,615,098 35.79% 21,615,098 35.79%

Sunway Group 
Holding Limited 1,000,000 100% 357,900 35.79%

Sunway 
Investment(H.K.)

Limited
3,500,000 100% 1,252,650 35.79%

( )
( 3)

100% 35.79%

( )
255,000 51% 91,265 18.25%

Bora 
Pharmaceuticals 
Injectables Inc.

1,000 100% 100,000 100%
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( 1)
( 2)

Bora 
Pharmaceutical 
Holdings Inc.

1,000 100% 100,000 100%

Upsher-Smith 
Holding, Inc. 230 100% 100,000 100%

Upsher-Smith 
America LLC 5 100% 100,000 100%

Upsher-Smith 
Laboratories, LLC

5,976,700 
Class A units; 

116,235,280 
Class B units

100% 100,000 100%

Pyros 
Pharmaceuticals 

Inc.
1,000 100% 100,000 100%

1
2
3
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1.

( )

96.06 10 200 2,000 200 2,000 1

99.11 10 1,000 10,000 1,000 10,000 8,000 2

101.12 10 4,000 40,000 4,000 40,000 20,281 9,719 3

102.02 10 12,400 124,000 12,400 124,000 84,000
4

102.03 12 25,000 250,000 14,400 144,000 20,000 5

102.06 35 25,000 250,000 18,850 188,500 44,500 6

103.01 14 25,000 250,000 20,850 208,500 20,000 7

103.07 70 25,000 250,000 22,450 224,500 16,000 8

105.08 10 25,000 250,000 23,348 233,480 8,980 9

106.04 32.5 35,000 350,000 26,462 264,620 31,140 10

107.08 80 35,000 350,000 29,462 294,620 30,000 11

108.08 10 60,000 600,000 38,409 384,091
88,471

CB
1,000

12

108.11 10 60,000 600,000 39,427 394,272
CB

10,181 13

109.03 120 60,000 600,000 41,627 416,272 22,000 14

109.12 10 60,000 600,000 54,115 541,154 124,882 15

110.09 10 120,000 1,200,000 67,644 676,443 135,289 16

110.12 81.5 120,000 1,200,000 68,412 684,123 7,680 17

111.02 65.4 120,000 1,200,000 68,478 684,783 660 18
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( )

111.05 65.4 120,000 1,200,000 68,529 685,293 510 19

111.09 10 120,000 1,200,000 75,381 753,815 68,522 20

112.04 140.3
300 120,000 1,200,000 77,435 774,348

400
CB

20,133

21

112.08 140.3
300 200,000 2,000,000 77,689 776,898

100
CB

2,450

22

112.08 10 200,000 2,000,000 100,830 1,008 ,308 231,410 23

112.12

106.8
150.4
228.4
296.6

200,000 2,000,000 101,412 1,014 ,128
540

CB
5,280

24

113.02
106.8
150.4
622.1

200,000 2,000,000 101,490 1,014 ,901
770

CB
3.2

25

113.06 106.8 200,000 2,000,000 101,550 1,015,501 600 26

113.10 10 200,000 2,000,000 103,208 1,032,078 16,577 27

113.10
150.4
109.3 200,000 2,000,000 103,014 1,030,147

205
CB

3,054

5,190

28

113.11
148.1
107.7
254.4

200,000 2,000,000 103,085 1,030,852 705 29

114.03

105.3
148.3
107.7
254.4
290.7

200,000 2,000,000 103,457 1,034,572
3,490

CB
230

30

1 96.06.12 09685784100
2 99.11.17 09989766200
3 101.12.25 10190606710
4 102.02.01 10281026900
5 103.06.13 10384749500
6 102.06.03 10283499730
7 103.01.27 10380450410
8 103.07.10 10385703800
9 105.08.12 10590942610
10 106.05.05 10653541210
11 107.08.23 10752480520
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12 108.08.21 10853082710
13 108.11.25 10856445400
14 109.03.04 10946656210
15 109.12.04 10901224860
16 110.09.30 11001179450
17 110.12.02 11001222740
18 111.02.16 11101018340
19 111.05.12 11101066780
20 111.09.16 11001181140
21 112.04.10 11230055670
22 112.08.01 11230136110
23 112.08.30 11230168370
24 112.12.01 11230222310
25 113.02.19 11330017570
26 113.06.13 11330089010
27 113.10.01 11330144060
28 113.10.18 11330155660
29 113.11.07 11330193790
30 114.03.31 11430038120

2.
114 3 25

103,717,395 96,282,605 200,000,000

3.

( )

114 3 25

18,704,939 18.03%

11,348,676 10.94%

5,063,792 4.88%

4,041,318 3.90%

3,554,619 3.43%

2,628,043 2.53%
1,505,442 1.45%
1,474,000 1.42%

1,248,000 1.20%

1,180,000 1.14%

( )

1.

- 78 -



(1)
(2)
(3) ( )
(4)
(5)

0.5

2.

113 114 3 5 114 5
23

113 2,837,297,521
113 3,939,008,827

6,776,306,348

(327,901,841)
10% (361,110,698)

6,087,293,809

- 2 ) (206,827,890)
- 14 ) (1,447,795,230)

(1,654,623,120)
4,432,670,689

1 $3,939,008,827-327,901,841=$3,611,106,986 x 10%=$361,110,698
2 103,413,945 (103,647,445

233,500 )
3
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( ) 113 114 3 5
14 2 113 5 23

( )

1.

2.

3.

(1)
113

80,579 40,289
114 3 5

80,579 40,289

(2)

4.

113 3 7
61,228 30,644 112

( )

1.

113/3/8~113/5/7
1,000,000

600 808
519,000
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389,681,413
750.83

(%) 51.9%
519,000
241,000

(%) 0.23%

2.

9,860,531,973
114/4/9~114/6/6
500,000

600 700
114/4/17

1,000
114/4/17

643,916
(%) 0.00%

( )

112 8 4 113 9 5
200,000

(
1)

(Singapore 
Exchange Securities Trading Ltd)

100%
200,000,000

0% 0%
808 964.6

( 113/08/29
Taipei Forex Inc.

31.962 )
622.1 964.6

117 8 4 118 9 5

( ) The Bank of New York Mellon, 
London Branch

( ) J.P. Morgan Securities plc
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114/3/25
1,371,300,000

114/3/25
200,000,000

( 2)

(

)

113/3/25
533,431
328,700,000

113/3/25

1  
2
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7
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9.

2
 

61
6.

0
 

69
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7
 

75
0.

0
 

78
4.

0
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) 
0.

41
%

 
0.
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%

 
0.
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%

 
0.
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1
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9
1,

00
0
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3

12
7

2
11

0
1,

00
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00
0

98
2,

00
0

18
,0

00
3

(
)

10
9

11
0

11
2

11
3
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( )

1,226
1.19%

36
57
51
8
5

14.5
12.5

140.3
106.8
105.3
150.4
148.3
107.7
290.7

23,649
0.18%

66
17
361.5
44.5
398
155

105.3
148.3
107.7
290.7
636.7
699.7

423,201
1.01%

( )
Marcel 
Vieno

478 0.46%

10
11
14
38
38

10.5
23

140.3
106.8
105.3
150.4
148.3
107.7
290.7

23,219.6 0.14%

61
25.5
40
52
25
10

120

148.3
107.7
290.7
636.7
616.0
699.7
784.0

173,006 0.32
%

Sally 
Langa
Helen
Clark
John 

Lawrie

( )

1.
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( )
( )

113 7 16
1131803032 113 7 26

113 10 1 11330144060

114

(1)

113
113 3,187 (

) 113 11 15

114 1 9 1141700063
114 1 20

30.53% (
2024 12 31 2025 1 20

)

114 2 7,129
657 6,472 985.08% 114

2 10,466 2,720
7,746 284.78%

(2)

CDMO
CDMO

113
11 15

114
1 9 1141700063
114 1 20
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30.53% ( 2024 12 31
2025 1 20 )

CDMO
CDMO

CDMO

(3)

1,657,656

1.61%

113
11 15

114
1 9 1141700063

114 1 20

30.53% ( 2024 12 31
2025 1 20 )

113
113 12 31

5.44 114 2 114
2 28 24.81

(4)

CDMO

113 11 15

114 1 9
1141700063 114 1 20

30.53% ( 2024 12 31 2025
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1 20 )

2.

( )

  

 12 6  

  

 600,100,000  

 

IG01010 
IG02010 
F401010 
F601010 
C802041 
F108021 
ZZ99999

( )

1. (New Protein Molecules
and Biosimilars)

2. (Process Development Services)
3.

(CMO of New Proteins and Biosimilars)

  

 
( ) 

 2,709,965

 256,686,

 2,453,278

 379,127

 113,667

 24,099

 28,418

 0.38
113
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( )

1.

C802041

F108021

F108031

F107070

F113030

F113060

F108040

F207070

F203010

I 102010

I 103060

F401010

H703100

ZZ99999

2.
%

112 113

9,235,525 65.04 12,965,270 67.37
4,951,059 34.87 6,271,970 32.59

13,484 0.09 8,667 0.04
14,200,068 100.00 19,245,907 100.00

3. ( )

A.

(A) (CDMO)
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CDMO

(B)

Dexlansoprazole DR Capsule (DLS) Potassium Chloride ER Tablets(KCl)
6 Upsher-Smith

B.
(A)

(B)

(C)

4. ( )

A.

102
CDMO 100

(ANDA) 505(B)(2)
113

Upsher-Smith Pyros
Vigabatrin

NTU568 NTU101
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(A)
(B) ( Paragraph IV )
(C) OTC
(D)

B.

Potassium Chloride ER Tablets
Upsher-Smith Deflazacort Tablet
113 US FDA

3 5 US FDA
113 88

( )

1.
IQVIA 2023 1.6

2022 1.48 8.4% 2022 4.2%
2024~2028 (CAGR)

7.3% [ -1] 2028 2.3

-1. 2024-2028

IQVIA, 2024 1

2023
1.275 3,037 79.38% 18.9%

2022 73.42% 25.0% 2023
17.2% 2023

[ -2] 2028 47.54%
[ -3] IQVIA

2024~2028
(CAGR)

(CAGR) 7%~10.5% 2023 13%
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(CAGR) 6%~9%
7.3% [ -3]

-2. 2024-2028

IQVIA, 2024 1
-3. 2024-2028

IQVIA, 2024 1

IQVIA 2023
5,030 31.3% 2022 16.7%

2028 8,920 (CAGR)
9.5%~12.5% 7.3%
77.3% 3,890
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(Specialty Drugs/Specialty Pharmaceuticals)

2013 2023
29% 23% 50%

36% 2028 43%
55% [ -4]

2023 1,297.84 2022 1,504.88
13.76% COVID-19

8 1,057.28 81.46%
2 240.56 19.54%

-4. 2024-2028
%

IQVIA, 2024 1

(1)
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Magna Intelligence 2024 Global Healthcare 
Contract Development and Manufacturing Organization Market Databank Global 
Market Size Estimates and Forecasts (CDMO)

2023 2,528.1 2031 4,591.4
(CAGR) 7.74% (CDO) (CAGR) 8.60%

(CMO) 7.29%

2024 3%
2,130 CDMO

38.35%
CDMO

API FDF
2031 (CAGR)

9.16%
CDMO

Market US 2023 CDMO
1,610 2033 3,277

[ -5] (GII) Grand View Research
CDMO (CAGR) 7.0%~7.2%

(GII) (CAGR) 13%
CDMO

CDMO
CDMO

-5. CDMO
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IQVIA 2023 (small molecule drugs)
68.70% 2022 70.92% 2028 1.35

21.92%
2017~2026 CDMO

CDMO 62%~64%
(large molecule)/ (biologics)

Results International CDMO 3,410
CDMO [ -6]

-6. CDMO / CDMO

Outsourced Pharmaceutical Services 2022 Year In Review, Delancey Street 
Partners,LLC Outsourced Pharmaceutical Manufacturing,2020 White Paper,Results 
Healthcar,2019/11

US FDA 2024 (Small molecule)
28 50 56% 2023 US

FDA 69%
US FDA

65%
(Contract Development 

Manufactuing Organization, CDMO)
CDMO

CDMO CDMO
5,000 10

20% 20 CDMO 5 10
20% Lonza CDMO
Catalent Catalent Lonza

Recipharm
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CDMO (CAGR)
13% CDMO

35% [ -7]
US FDA

CDMO

(Executive Order on Advancing Biotechnology and Biomanufacturing 
Innovation fora Sustainable, Safe, and Secure American Bioeconomy)

(National Biotechnology and Biomanufacturing 
Initiative) (1) (2)

(3)

(4) (5)
(6)

(7)
(8)

(9)

CDMO
(Biosecure Act)

Complete Genomics

2032 GlobalData
CDMO 120 60%
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-7. CDMO / CDMO

market.us ,https://market.us/report/cdmo-market/

(2)

10 [ -
8]

1~2

COVID-19

FDA
( Orphan Designation

20 ) (Fast Track) (Breakthrough 
Therapy) (Priority Review) (Accelerated Approval)

CRO (Contract Research Organization)
CMO(Contract Manufacture Organization) CDMO(Contract 

Development Manufacture Organization)
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-8. ( )

Molecules 2018, 23, 533. (The Pharmaceutical Industry in 2017. An Analysis 
of FDA Drug Approvals from the Perspective of Molecules)

Orphan 
Designation 2024

FDA (Center for Drug Evaluation and 
Research, CDER) 2024 2024
US FDA 50 2023 2022

37 2021 2018 59
2018

2024 US FDA
28 56% 2024

22 68%(15
)

2024 First-In-Class 24
48% 2023 20

36% 33% (First
in the U.S.) 34 68% 2023

CDER
30% 52%
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-9. US FDA 2015 2024 ( )

Advancing Health Through Innovation: New Drug Therapy Approvals 2024,
Jan. 2025, p6&16, US FDA

Precedence 
Research 2023
4,649.8 2033 7,767.8

5.2% 34.69%
25.40% 22.57%

- 101 -



8%

IQVIA

2024~2028 1,455
2018~2023 590 (Small

molecule/ ) 73% [ -10]

70%
90%
2018~2020 

533

FDA 2023 FDA
956 2022 914 4.60%

2017~2019 1,000 956
(Abbreviated New Drug Approvals, ANDA) 773

183 90
2017

(Competitive Generic Therapy,CGT)
180

75 2024 5
291

143 CGT
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-10.

IQVIA, 2024 1

2020 80%
Teva

Actavis

GlobalData
Teva Viatris Sandoz Sun

Dr. Reddy's [ -11] Teva 2023
158.46 2022 6.17% Viatris

154.27 2022 5.14% 55.87
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2022 11.70%

-11. 2023

2024 Globaldata, 2024 5

(3)

Euromonitor 2023
6,023 4,664 1,359

Research and Markets
2024~2032 6.9% CAGR 2032
5,971 2023 1,337

2027 1,650
2027
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8,107
The Business Research Company

2023 1,106 2024
1,203 9.9% 2028 1,753

Precedence Research

6 8.8% CAGR 2030
133.9

2.
(Original)

(BE Generics)

[ -12]

-12. 

DCB ITIS (2015)

A.
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B.

C.

505B2
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3.

A.

(TFDA) PIC/S
2013 1 1 PIC/S 43

2015 1 1 PIC/S GMP GMP

PIC/S GMP

CRO (Contract Research Organization)
CMO(Contract Manufacture Organization)

CRO CMO
(CDMO)

PIC/S GMP

CDMO CRDMO

B.

(A) (Global CDMO Operations)
PIC/S GMP

CDMO

113
T (multi-specific) pre-IND

(Antibody-Drug Conjugates, ADC) 
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113 (Maryland 
Baltimore) Upsher-Smith 50 Maple Grove

( )
CDMO

100

20 CDMO

(B) (Global Commercial Operations)

(ANDA) (505B2)

Potassium Chloride
ER Tablets Upsher-Smith

Deflazacort Tablet 113 US FDA
US FDA

IQVIA 111 11
113 Upsher-

Smith Pyros Upsher-Smith
Pyros VIGAFYDE

113
88

(C)

SSP

BOIRON 112 12

(Shionogi Healthcare Co., Ltd.)

OTC

113 10

112 11 1
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( )

NTU568 NTU101

SCI(Science Citation Index) 130 42

(ANKASCIN 568-R) FDA (New Dietary 

Ingredient, NDI)

113

-  ( )

- ( )

- ( )

(USP)

( )

1.

A.

( )

( ( ) )
( /

)

113 T (multi-
specific) pre-IND

(Antibody-Drug 
Conjugates, ADC) TOX

B.

(A)

a.
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( )
( ) ( )

T (multi-specific)
(Antibody-Drug Conjugates, ADC)

b.

( )

Upsher-Smith
(Maple Grove) 612,396 50

QA/QC pilot

100 CDMO

(B)

a.
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b.

2.

(1)

111 112 113

67 81 78
6.08 2.57 2.28
9.55 9.09 9.18

(2)

3.
%

112 113

298,160 694,487

14,200,068 19,245,907

2.10 3.61

4.

109 BSAT-1301 ( )

5%

66%

29%

111
11%

68%

21%

112
9%

73%

18%

113
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110
XXX

111
Dexlansoprazole DR Capsules US FDA

112

113

VIGADRONE VIGAFYDE US FDA

TORPENZ (everolimus) Tablet FDA

Deflazacort Tablet US FDA

5.

107
Impax( Amneal)

Numient 108
Vitruvias Therapeutics Inc

Numient (KCl)
110

( )

1.

A.

(A)
Lundbeck Lexapro( )

Ebixa( ) Brintellix( )
Numient ( Rytary)
(KCL) Boehringer Ingelheim

Lendormin
Upsher-Smith

(IMMU 
BOOST)
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SSP
BOIRON

112 12
(Shionogi Healthcare Co., Ltd.)

OTC

(B)
Dexlansoprazole DR Capsule

(DLS) Potassium Chloride ER Tablets KCl 113
Upsher-Smith Pyros

88 PIV
113 Potassium Chloride ER

Tablets Upsher-Smith
Deflazacort Tablet US FDA

3 5 FDA
TWi USA Upsher-Smith 2024

Upsher-Smith 113 10
Pyros VIGAFYDE US FDA
vigabatrin

Upsher-Smith
3

2024 Vigabatrin
TORPENZ (everolimus)

B.

C.
113 28 40

96 20 CDMO
30% CDMO

(molecule)

- 113 -



2018 2 Impax Laboratories, Inc.
36,133

2013

(FDA, Food and Drug Administration) 
(MHRA , Medicines and Healthcare Products Regulatory Agency) 

20

14,059
cGMP

( ) (
) (

) ( )
114

6,891

IMA
US FDA PAI

111 7 CDMO
4,500

(in vitro assays) /
113 T

multi-specific pre-IND FDA
ADC

TOX CDMO
113 8

114 1 20
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(Tanvex BioPharma USA) US FDA

(end-to-end)
2020 12 1

183,000 US FDA Health Canada EMA
PMDA PIC/S

(HPAPI) 
18

2024 8
20 86,900 4

groninger® FlexPro50 
Vials

FDA

2024 4
Upsher-Smith Maple Grove 612,396

10 60
QA/QC pilot 50

US FDA

112 11

NTU 101 NTU 568 SCI

2.

A.

103 7
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2019 11
2020 Amneal

Numient 10 12

B.

C.

(A)

US FDA 30 US 
FDA 23 FDA

(B)

BSAD-1303 BSAT-1301

(C)

(unmet needs)

- 116 -



(ethylcellulose)
(poly(meth)acrylates)

(hydroxypropyl methylcellulose phthalate)

24
1 1

(hydroxypropyl 
methylcellulose) (carboxymethylcellulose sodium)

1 24

pH pH 1.2 pH 5-
7

pH

 (micelle) (amphiphilic)
(hydrophilic group) (hydrophobic group)

(amphiphilic copolymers)
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(polymeric micelle)

(self-assembly polymeric micelle system SAPMS)

( 10-5000 )

critical micelle concentration (CMC)

(Multiple unit delivery system)

( )

1.

113 (%)
1,429,525 7.43

17,816,382 92.57
19,245,907 100.00

2.

A.

(United Nations Department of Economic and Social 
Affairs) 2022 (2022 World Population Prospects)
2050 97 65 16.4%
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B.

IQVIA 2023 1.6
2022 1.48 8.4% 2022 4.2%

2024~2028 (CAGR)
7.3% 2028 2.3

Research And Markets
2022 3,617 8.3%

2030 6,829

3.

A.

(IMMU BOOST)

B.

Maple Grove Plymouth

PIC/S GMP

100

CDMO
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CGMP

CDMO
CDMO

(Scope) (Scale) CDMO

C.

CDMO

505B2

Upsher-Smith Pyros

FDA

cGMP FDA

ANDA
ANDA Upsher-Smith

Pyros

FDA 101 10
(Generic Drug User Fee Act, GDUFA) ANDA

GDUFA

Upsher-Smith
Pyros
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/ CDMO
CDMO

4.

A.

(A)

2024 2,340 (65 ( ) )
19.2% 2025 20%

2070 46.5% 85
2022 9.88% 2070 31.4%

(B) (PIC/S GMP)

(TFDA)
102 PIC/S

GMP 104 1 1 PIC/S GMP

PIC/S GMP

CDMO
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PIC/S GMP

111 US FDA ANDA

(C)

/
CDMO

CDMO

B.

(A)

1999

2013 2013 1
1 2014 4 2015 4 2016

2015
2016 4 1

PIC/S GMP
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(CDMO)

(B)

113
Upsher-Smith Pyros 88

PIC/S GMP
Upsher-Smith

50 CDMO 20
30% (Scope) (Scale)

CDMO

(C)

Upsher-Smith
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( )

Dexlansoprazole DR Capsules
VIGADRONE VIGAFYDE

TORPENZ (everolimus) Tablet
Deflazacort Tablet

( )

( )

1.

112 113

(%) (%)

1 NEMERA 391,916 14.90 NEMERA 325,296 6.29%

2 Dipharma 165,001 6.27

3 2,072,749 78.83 4,844,501 93.71%

2,629,666 100.00 5,169,797 100.00%

B. NEMERA 113
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2.

112 113

(%)
(%)

1 D 2,778,896 19.57 C 2,886,527 15.00

2 C 2,442,094 17.20 D 2,222,739 11.55

3 B 1,934,120 13.62 A 2,186,402 11.36

4 E 1,590,407 11.20 B 1,839,530 9.56

E 1,639,172 8.52

6 5,454,551 38.41 10,110,709 62.09

14,200,068 100.00 19,245,907 100.00

A. E 113 Upsher-Smith Laboratories, LLC

1.
%

111 112 113

378 542 659
909 891 1,596

1287 1,433 2,255
( ) 41.17 41.09 41.67

( ) 6.93 6.59 6.93

2.

3%

34%

54%

9%

111

2%

36%

54%

8%

112

2%

29%

52%

17%

113

- 125 -



( )

( )

1.

(1) (
) ( )

( )
1 ( 05743-02 )

113 1 5
( 1130000942 ) (M01) (

KS244-09 ) 112 12 29 115
6 30 112 3 22 ( 1120010118 )

(M02) ( KS248-05 )
112 8 13 117 8 12

112 11 28 [ ] [
1120152930

103 9
15 1030027715

111 7
21 1110024133

112 11 28 [
05743-03 : 112 10 18 117 10 17

113 7 31 (
1130025050 ) ( KS036-11

113 8 5 118 8 4

109 11 03 [ ]
( D9700625) 1090128567

114 1 2
( 1140000396 ) (
K71A2160)

113 11 12
( J55B3392)

1130036883

113 04 30 ( )[ ]
: 000020 118 07 15

:04501 05201 05401 05502 05518
06401 07301 07501 07901 08201 09301 09501 09701 09801 09802
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10401 10501 12101 12901 14201 14601 18301 22
113 10 7 ( )[ ]

: 000044 117 8 14
04301 04501 04602 05201 05401 05502

06101 06806 07201 07301 07501 07901 08201 08901 09301 09501
09701 09801 09802 10401 10501 10801 11501 11601 11701 12101
12601 14201 14601 16001 17801 18501 32 112 8

17 ( )[ ] 000046
117 8 16

E00402 F00101 2
112 6 5 ( )[ ]

000057 117 8 30
09801 10501 11501

1128655180
110 10 28 [ ] :

000321 114 05 05
:07901 09802 10401 10501

(2) (
)

 

110 5 6 /
- (M01) 1100109643

H6905-00

 

114 02 07
( ) :

1145140522
114 02 12

( ) :
1145140544

 

112 03 17 [ ]
( H4198-01

1120212406 ) 117 4 18
112 9 11 [ ]

( H3334-02
1120361883 ) 117 10 14

 

113 9 18 [ ]
( H4314363) :H09512270001

113 9 27 [ ]
( H43B8800) :H10208120003

 

113 11 28 [ ] :
000142 119 01 12

:03801 04301 04501 04601 04602
05201 05301 05301 05401 05501 05502 05518 06101 06401
06601 07102 07201 07301 07501 07901 08001 08002 08101
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08201 08301 08601 09001 09301 09501 09701 09801 09802
10401 10501 10501 10501 10601 10801 11201 11501 11601 11701
11901 12101 12301 13401 13402 14201 14301 14601 16001
16502 17601 17801 17901 18501 55

113 02 16 [ ] :
000156 117 02 19

:E00103 E00301 F00101 L00201 4

(3) ( )

 

109 06 02 [ ]
( H3397-02 )

114 06 01

 

112 11 09 [ ]
( H46A8571) : H10303030007

117 11 08

 

112 12 20 [ ] :
000158 119 02 05

:03801 04501 04602 05201 05301
05401 05502 05518 06401 06601 07102 07301 07501 07901
08201 08301 08901 09301 09501 09701 09801 09802 10401
10501 10601 11201 11401 11501 11701 11901 12101 12601 12901
14401 16001 17601 17801 37

112 10 02 [ ] :
000082 116 02 06

:E00101 E00103 E00201 F00101 F00401
L00201 6

2.

112 113

849 1,499

9,088 12,528

436 491

( )
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1.

2.

3.

6
6%

4.

5.

( )
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( )

1.

2.

(1)

a.
b.
c.
d.
e.
f.
g.

(2)

a.
b.
c.
d.
e. (

)
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(3)

( )

a.
b.

c.

d.
e.
f.

(4)

113 113 11 13

113

113

113

113 22,000
3,854

( )

113
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113.08.26-114.07.31
108.12.23-123.12.23
113.03.28-118.03.28
112.12.19-115.12.19
113.03.29-118.03.29

113.03.14-116.03.14

113.07.31-116.07.30

C 113.01.01~117.12.31
C

C 113.04.01~115.03.31

113.04.01~115.03.31

SS
(SSP) 109.07.15~114.07.14

SSP

SSP
180

2

Lundbeck Export 
A/S (“Lundbeck”) 112.07.01~114.12.31

Lundbeck 2
6

Shionogi Healthcare 
Co., Ltd. 

(“Shionogi”)
112.09.15~114.09.14 Shionogi

OTC

1
3

Impax Laboratories 
Inc. (Amneal) 106.12.19~114.12.31

1

Impax Laboratories 
Ireland Limited 107.03.06~117.03.05

RYTARY

GlaxoSmith 
Trading Services 

Limited;
109.12.01~114.12.01

PF Consumer 
Healthcare Canada 

ULC
109.12.01~114.12.01
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114.01.01~119.12.31

Bright Future 
Pharmaceutical 

Trading Ltd. (“BF”)

111.03.10 –Numient
RYTARY

10

BF BF 6

Bright Future 
Pharmaceutical 

Trading Ltd. (“BF”)

Numient
10

BF 180

Celltrion Asia 
Pacific Pte., Ltd. 112.3.31~116.12.31

Celltrion
1

6

Scinopharm Taiwan 
Ltd.

111.01.28 7

McKesson
Corporation 107.05.01-115.04.30

12
90

Cencora Global 
Procurement Ltd. 113.01.01-115.12.31 1

Cencora Global 
Procurement Ltd. 114.01.01-115.12.31 1

Pantherx Specialty, 
LLC 107.04.11-116.04.10

2
90

Alvogen Pharma 
US, Inc., Alvogen, 

Inc. Almatica 
Pharma LLC

112.08.16

112.01.01-116.12.31 6
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113 112
%

23,565,691 10,604,347 12,961,344 122.23

11,684,248 6,651,348 5,032,900 75.67

7,444,179 5,675,014 1,769,165 31.17

2,904,816 2,203,464 701,352 31.83

45,598,934 25,134,173 20,464,761 81.42

13,808,597 8,229,061 5,579,536 67.80

16,778,772 5,139,301 11,639,471 226.48

30,587,369 13,368,362 17,219,007 128.80

1,033,119 1,014,981 18,138 1.79

4,408,236 3,318,350 1,089,886 32.84

7,106,920 4,728,617 2,378,303 50.30

362,308 73,807 288,501 390.89

-43,181 -50,968 7,787 (15.28)

2,144,163 2,681,024 (536,861) (20.02)

15,011,565 11,765,811 3,245,754 27.59
1. (

)
(1) 113 (USL BPII Pyros)

(2)

(3) 113

(4)
(5)
(6)

(7)
2.
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( )

113 112
%

19,245,907 14,200,068 5,045,839 35.53

11,535,632 7,208,830 4,326,802 60.02

7,710,275 6,991,238 719,037 10.28

4,327,654 1,742,099 2,585,555 148.42

3,382,621 5,249,139 (1,866,518) (35.56)

1,572,360 (1,184,993) 2,757,353 (232.69)

4,954,981 4,064,146 890,835 21.92

(914,578) (992,225) 77,647 (7.83)

4,040,403 3,071,921 968,482 31.53
1.
( )
(1) 113

(2) : 113 112

(3) 113

2.

( )

( )

113 112
%

980,808 4,613,657 (78.74)

(10,680,386) (2,457,585) 334.59

12,070,618 (2,440,223) (594.65)
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113 112
%

1. 113 (USL
BPII Pyros)

2. 113 (USL BPII Pyros)

3. 113

( ) 113

( ) (114 )

A

B C
A+B+C

5,829,197 4,805,758 (6,584,123) 4,050,832

1. 113 113
114

2.

3.
4.

113 4 1 ( ) Upsher-Smith Laboratories,
LLC Upsher-Smith

113 10 25
( VIGAFYDE ) Pyros Pharmaceuticals Inc.

Twi Upsher-Smith
113 8 20 Bora 

Pharmaceuticals Injectables Inc.
(Scope) (Scale) CDMO

113 1 2 1.12
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114 1 1
CDMO

( )

( ) 113

113 12 31

( 1)
( )

36,547

3,187
CDOM

441,775
CDMO

Bora 
Pharmaceuticals 

USA Inc.
2,179,149

Bora 
Pharmaceutical 

Services Inc.
505,984

2,351,324

(109,368)

111
FDA

TWI 
Pharmaceuticals 

USA, Inc.
(97,581)

113 Upsher-Smith

43,158
112 11

Bora 
Pharmaceutical 
Holdings, Inc.

1,592,295
Bora Pharmaceutical 

Holdings, Inc. Upsher-Smith
113 4

Bora Pharmaceutical 
Upsher-Smith 
Holdings Inc. 670,190
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Upsher-Smith 
America LLC (984,695)

Holdings, Inc. Upsher-Smith
Pyros

Upsher-Smith 
Laboratories, 

LLC
(1,446,193)

Pyros 
Pharmaceuticals 

Inc.
(155,552)

VIGAFYDE
(ready-to-use)

FDA
505(b)2 113 10

Upsher-
Smith

1 113

( )

( )

(1)

112 113 141,238
367,405 3.48% 7.41%

113

(2)

112 113 ( )
(67,505) 163,519 ( )

(1.66)% 3.30%
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(3)

( )

(1)

A.

B.

(2)

A.
(A)

100%
113

1
150,000

113 8 113 1 16
210,000

Upsher-Smith Laboratories, LLC
113 3

52,000 Bora Pharmaceutical Holdings, Inc.
113 5 100%

Bora Pharmaceuticals USA Inc. Bora Pharmaceutical Holdings, 
Inc. Upsher-Smith Upsher-Smith

Bora Pharmaceutical Holdings, Inc.
50,000 Upsher-Smith 70,000
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113 8~9 113 4 100%
Bora Pharmaceuticals USA Inc.

67,000 Upsher-Smith 100%
Upsher-Smith

Bora Pharmaceuticals USA Inc.
Upsher-Smith 67,000

(B)

Bora Pharmaceutical Services Inc. 120,000
Upsher-Smith Laboratories,

LLC
113 3 Bora

Pharmaceutical Holdings, Inc. 120,000
113 4
Upsher-Smith 70,000 Bora
Pharmaceutical Holdings, Inc. 50,000
Bora Pharmaceutical Holdings, Inc.

113 5 Bora Pharmaceutical
Holdings, Inc. 82,000

Upsher-
Smith 70,000

Bora Pharmaceutical Holdings, Inc.
113 6 20

100% Bora Pharmaceuticals Injectables Inc.

40,000 113 8 20
30,000

260,000

Bora Pharmaceutical Services Inc. 120,000
Upsher-Smith 10,000 Bora Pharmaceuticals
Injectables Inc. 30,000

260,000
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B.

(3)

A.

B.

( )

(1)

102
CDMO 100

111 9 100%
(ANDA) 505(B)(2)

(ANDA) 505(B)(2)

(A)

(B) ( Paragraph IV )

(C) OTC

(D)
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(2)

114 1,079,540

( )

( ) ( )

( )

( )

113 1 16 100% Bora 
Pharmaceutical Holdings, Inc. 2.1 Upsher-
Smith Laboratories, LLC 113 4

1 ( ) Upsher-Smith

113 6 20
Bora Pharmaceuticals Injectables Inc. 3,000
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CDMO 113 8 20

CDMO 113 8 27
( -KY)

BIOSECURE
113 10 15

114 1 20 113
10 25 Bora Pharmaceutical Holdings, Inc.
2,725 Pyros Pharmaceuticals 

Inc.

( )

PIC/S GMP 107
1,850 Impax Laboratories Inc.100%

( )100%
Impax RYTARY

36,133

109 12 01

183,000 USFDA Health Canada EMA
PMDA PIC/S

(HPAPI) 
18
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( ) ( )
111 7 1 (

) CDMO

100%
112 6 6

CDMO
100% 113 11 25

113 1 16 Upsher-
Smith Laboratories, LLC Upsher-Smith 48

38 10 12 Pipeline
Plymouth Maple Grove

92,654 612,396
Maple Grove 1.3

50
113 4 1

Upsher-Smith CDMO
CDMO

CDMO
113 6 20 Bora Pharmaceuticals 

Injectables Inc. 3,000 CDMO
113 8 20 87,000

4
(Vials)

( )

(1)
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C D A B
15.00% 11.55% 11.36% 9.56%

B CDMO C D A
113 20%

(2)
NEMERA 6.29%

(3)

/

( )

( )

( )

(1)

110
10

112 9 28
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107 4 23
( )

107

108 10 59
22 4,700 37 4,501

111 10 22

(1) 106 548

106 9 28
-

4.98%
3,493,500 12 6 106
10 3 106 548

109 8 6
34.6 109 8 19 109

437 110 7 30
110 8 13 110 9 3

110 98 111 2
14

111 1 111 12 9
109 8 6 111 12 23

112 7 31 112 19

(2) 109 294
108 12 12

109 3 12
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109 294
120,875,100 34.6 3,493,500
106 7 6

112
12 18 113 5 14

113 11 12
130,000,000 106 9 28

(3) 114 100
113 12

114 1
108,446,000

(4)
113

12

(5)

12.69

2024 6 14 Merck KGaA Merck Serono SA Ares Trading SA
Merck

FDA Merck MAVENCLAD 
Merck 7,713,947 8,377,903

2024 8 6 Merck
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Upsher-Smith Laboratories, LLC USL

(1) In re Generic Pharmaceuticals Pricing Antitrust Litigation, No. 2:16-md-
02724-CMR (E.D. Pa.)
2016 USL

USL

2024 10 bellwether trial
USL 2025 5

(2) Kathryn Eaton v Teva Canada Limited, et al. (Court File No. T-607-20)
USL

Competition Act 2025 10

(3) Connecticut v. Teva Pharmaceuticals USA, Inc. et. al., No. 3:19-cv-00710-MPS
(D. Conn.)

2019 5 10
USL 34 USL

2019 6 4
2024 4 19

2024 11
USL USL

2024 12
2025 4

(4) Tishman v. USL, et al.
2021 9

USL
2022

(5) USL v. Xiamen
2023 2 USL Xiamen LP Pharmaceutical Co., Ltd. Xiamen

Xiamen 215638
USL USL 2024 7 Xiamen
(6) USL v. AMTA Labs Limited

2024 1 USL AMTA Labs Ltd. AMTA
AMTA 218695 USL

USL 2024 7 AMTA
(7) USL v. Zydus Pharmaceuticals (USA) Inc.
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Zydus Pharmaceuticals (USA) Inc. Zydus USL Qudexy® XR
ANDA filer USL Hatch-Waxman

Zydus
Zydus 180

Zydus USL Zydus
Zydus USL

2024 8 Zydus

(8) USL v. ChRi Laboratories, Inc.
ChRi Laboratories, Inc. ChRi USL Statement

of Work SOW USL SOW 233,069
USL ChRi Lab SOW ChRi 2025

1 USL USL

(2)

(3)

( )
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> > >

113

( ) (contract development and
manufacturing organization, CDMO) CDMO

113 8 27
CDMO

1 1

CDMO

( )
113 10 25 Bora

Pharmaceutical Holdings, Inc. 2,725
Pyros Pharmaceuticals Inc.
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