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A& TSHEN1201 A& TSHEN1101
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BMEA R
ACR & Ji &R R TuNEX 4 H & R F A TuNEX 1# H
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24 i 9.1% 32.8% 3.6% 13.1%
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BREDF TR FLNRETR R FHER L p A= F L
1 #(CRP & ESR) » 135 =m % > £ -4k BM & LEF 4%
B S s vk o

e ACR20: ACR20 % & 5 s * "R % 77 M & #(28 )} 20% 11} chic
L2 TG 2 EE]20% 0 L RFHA R g AT
BF i &= q AR RFHER R 4 g AR L
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e ACR50: ACRS0 % & 5 s * % % 7§ M %3{(28 B)F 50%rs 1+ ek
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27‘51115%22 B 22 IRFETOTAL SOLUTION FOR DRUG DEVELOPMENT
Rt —iE X R E 12 5 B 22 IR 5 One-stop shop of CDMO services for protein drug development

A 3 GMPZEE EEw SEIREE
%EEE? Chaqt::feﬁz*ftion i SfGMP Asept%u:z;ﬁg?%sh gggulﬁ;gg
Development manufacture p

V Cell line development  QTPP and CQA set up v MCB&WCB v Vial Filling v CTD package (Module 3)
v Upstream PD V Protein characterization v Upstream mfg. v Lyophilization v IND/NDA submission

v Downstream PD v Comparability study v Downstream mfg. v Prefilled Syringe

v Analytical development v QC/QA
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2025 # 5 ¥ 23303 i~ o K azkFRI kg 0 258 CDMO 7 £ 7 S H0H
# g «fn%&‘ﬁ Hr FHPFEFGR 220182025 # g 23k 2 4 D F{rF £
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+

T~

x
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T4 o taes % 2 idie 4 PIC/SGMP # & - ﬁhimmﬁﬁW%ﬂ%",
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(1) LusiNEX
LusiNEX erfik B 3 K vg 05 2305 % 38 122 385% 3K 3+ 5 4 £ > LusiNEX *
2018 & R = TRk - B R o By SR &;«E T *—;fi’ BBy Actemra®:f 3|2 f4p &
too FEAPRT 2.0 #3] & 12 CDMO ##+enivg > A pr3t 2019 & £ &
fad LusiNEX 2 32t o) ’% ) SiE - E g4 n'ﬁu |25 9 ]2 $odp 0 2
328 GedeonRichter =& §37F A4 & £ 9> ¥ & 1,650 3% ~ (9
% 5% 5 B ) 3 LusiNEX Ap R chimie R CMC P~ TWE A A
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(¥~ AP B4 B8 U RS (CDMO) 5883 3824 -

(2) ¥R L4 p %2R 3 (CDMO) % 7%
TR RFIF R A NG S SREMBRA > NhE2 A SN E L
BER DY UL NPEEEF R R SRR FER ARG G2
¥ % 5% 178 > 145 variant market research 3% 2 > 2025 & >3k 4 $7 45 i
ED Ppit i 460 BE &~ 02017 £ 3] 2025 & > 4F & EH S5 33% o

2025

A D F %%ﬁ%ﬁﬁé%i%%%%éEiﬁﬂmﬁlﬂmm@ixf’”ﬁiﬁ
Baehd o 0F 4p A HIFERL T E S WU BHA S FREJIEERE S
gTﬁim?E’%ﬁﬁ@—ﬁ%F?% ARDEEFEFED - cELHR
R B B RS A S LW E - 4560 CDMO JRAF 2D P TR A4 b R
%¥CDMO£ﬁﬁ%%ﬁ?¢.ﬁ rEYA S LRI IVEREAE 2 F
#i2 GMP = o4 & 5 &3 CMC 2 4 # 57 f 3 2 GMP ¢ 2 >3k i* CDMO

A

A

ASTEAPERRSETRP NI FERFE QST o 0 2005 # 2 ¥

% W FDA z type V master file 2 3x# > 2006 ~ 2007 # 4 % j& % - & TFDA 2

cGMP 2 # h#l & fy (bulk drug substance)i B A & & F L/ ki 2 cGMP

£ FEB RGLE o T 2013 £ & B)EE 5% TFDA 2 PIC/S GMP 23 -

AP ¥ EEDmEREE S R %ﬁr,ﬁiaxt S Eew AR A ER I RE E

B odtind e B~ <« 28 E R v e Bit s AR EERFLEZ HF
TR SHAFAFTZBEF o AP IEFRCAFFL A 2 AN

PR RBE S RTHEEE R R AN G e ERBTEE 2 A2 P

R

B— - 2REVELUERSERG.

Global Biosimilars Market Size and Forecast, 2016 — 2025
(us $Billion)

2016 2017 2018 2019 2020 2021 2022 2023 2024

Source: Variant Market Research
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