














FDA

CDMO (Contract Development & Manufacturing 

Organization)

CPA AMA CPT

113 112 30% 112 CPA

113 112 69% CDMO 15%

113 112 2.5% 113 114

:

113

1.

113 (CIT ) (TIT )

(CPT -SAK UAE UK ) 113 418,009

226,403 112 2.5% 20.7%

2.

:

/ 113

418,009

226,403

( ) (156,002)

(%) (14.90)%

(%) (10.49)%

( ) (1.05)
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3.

4.

(Specialty Pharmaceutical)

CDMO

113 17 ANDA

CDMO 40

114

1.

(1)

(2)

(3)

CDMO (Contract Development & Manufacturing Organization)

(4) GMP

2.

3.
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5~8%

specialty 

pharmaceutical 505B2

:
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2023 06 01 (2025Q1)

(Specialty 
Pharmaceutical) CDMO

(API) CDMO
FDA

API 40

FDA ANDA
FDA

(TW) (CN) (MENA) (CAN) (UK)

/ /
NFT-c, AMA-t, LDC-
o, AMA-s
(CTD-t )

CPT-i, CYA-i, CPA-i
(DZP-i )

AMA
CPA

CLB-t
TIT-t (TW)
ITN-sc (TW)

PTD-i
CPT-i (CN
SAK UAE UK)
CIT-i

PTD

ANDA NTN-sc (TW)
NFT(UK)

SEL

CLB-t (CAN, MENA)
NTN-sc(US),TAC(US), 
MSL800(US, EU, JP), 

PTD-pfs
CPA-i(EU,CAN)
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CDMO

FDA
(CDMO)

40

505(b)2

505(b)2 TIT
505(b)2

CPA ANDA 2023 10 2024
CIT

ITN NTN CLB
ANDA

TFDA GMP/GDP
US FDA AMA-t 2019.10 AMA-s 2022.04
2023.07 2023.12 ANDA CPA-i 2022.09
2023.07 2023.10 ANDA PTD-A 2023.07 TFDA

PMDA

CDMO

2024 418,009 156,002 2023
2023
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1 NFT FDA

2 ( ) CPT (CN MENA) NFT (UK
MENA AUS CAN) CPA (EU, CAN)

3 505(b)2
4 EU (GP, SC, LM) JP(SM, CMI, AFR) 
5 Inj(US) ENZ(IN) Inj (EU)

(specialty pharmaceuticals) (high potency)
(sterile) (spray drying)
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:113 6 27

:

: 2,000

:

: 114 3 27

113 6 27

: 114 3 27

- 15 -



- 16 -



- 17 -



- 18 -



- 19 -



- 20 -



- 21 -



- 22 -



- 23 -



- 24 -



- 25 -



- 26 -



 
 

 

- 27 -



- 28 -



- 29 -



- 30 -



 

- 31 -



- 32 -



- 33 -



- 34 -



- 35 -



- 36 -



- 37 -



- 38 -



- 39 -



- 40 -
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148,827,000

8,929,620

:114 4 18

2,450,232

8,487,038

-

:

1,000

:

14,506,629

-

-

-

-

25,444,899
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