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2. B MZERIB EPO;trastuzumab;etanercept 4.
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1. EREEE0E/MBEBMAMIRIBKREIILE (Microbial, Insect cells, F293,
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B A% compound libraries (Kinase inhibitor Compound library)
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Preclinical pharmacokinetics studies in drug discovery and development. Physical &
Chemical Analysis, Formulation Development (oral * injection * topical), Analytical
method development and verification.
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Evaluations of ADME (absorption, distribution, metabolism and excretion) properties
for understanding the safety and efficacy of a drug candidate.
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1. Animal model for evaluations of COVID-19 drugs (eg. IPF).
2. Immunolgenicity Evaluation for COVID-19 vaccines.
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1. #HPEtkBESE ; HZLEE (CHO, Sp2/0, NK cell) EAfAEY (E coli) AREFKRAEE
2. EVEREERE
<>J:/B,}_§—J$EE F‘?ﬁ ésa .
iffﬁ%ﬁ%KﬁEHE%’%, EREHRE, FEAMKEGE, sSEREMAREBEENE
RIREILE, RIESHEBLREBURAR, ZECEEER, RERK, XiiiE
B E—TH %
O NERERES
REEMWAE - BRFERREE @R (Product-related) ~ 412 18E8(Process-
related) - UK RR 4 (Endogenous) M 4IMNE 4 (Adventitious) FFEE
(Impurities) °
O HIEIRE
FEEC S5 5T E(Pre formulation Study), Bc75 B {E#F 3T (Formulation Optimization),
2 TE M BT 95 (Stability study)
3.  GMP Drug Substance £ EHiE (AIHEXREBREEEE) :
OIEELER
— M
50L Bioreactor x 2,
= B 77 B AN 50 L Wave Bioreactor x1,
gg);%ggmﬂyfﬂ T EEm 7R RIS 200L Wave Bioreactor x1,
ok 200L Bioreactor x1,
500L Bioreactor x2,
2000L Bioreactor x 1
R
2000L Bioreactor x3
OWMEY)
50L Bioreactor x1
200L Bioreactor x1
4.  GMP Drug Product £EHEE (AUHBKREER) :
OIKEFEIE -
Vial (2R-20R) :
5,000-10,000 vials/per batch
Pre-filled Syringe (0.5-1 mL) :
5,000-10,000 syringes/per batch
Cartridge (3 mL) :
5,000-8,000 cartridges/per batch
OREZFIE:
Vial (2R-20R) :
1,000-3,500 vials/per batch
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1. FARFEMKLREEZEY) ACE2 (Angiotensin-converting enzyme 2 + 25 _
BMEWMRERE(CEE)
. FRHTEMRRENEE
(2) DSBS ; B=:
1.  ZP#(Fed-batch Fermentor)
. At (AKTA EREACET R4 - 20L £ 100L #{EEH)
(3) DPREKFIE ; B5:
1. A
. EERIE (K10,000 B/ O] R4 ERKAE)
. BERAE (89 12,000 /)
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C)
Isolator for Sterility
Bioassay (Virus-based or Cell-based)

2
2
2
3
5
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3. Chemical assay
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RO SZ1EF 7. ANEREERESE 0C43 Zﬁﬁgﬁ‘%ﬁ( Inhibition test for Human coronavirus https://covid19platform.nhri.edu.tw/index.html
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protease assay)
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