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Mycenax, A Bio-CMC Specialized Company
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200+

Projects developed
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5th February 2017
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v/ TFDA PIC/S GMP certified

v/ USFDA Drug Master Fie (DMF) registered

v/ JAPAN Accreditation of Foreign Manufacturer (AFM)

v/ Implementation of ICH, EMA, FDA and PMDA guidance
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EAR1
FES
== 4 Mammalian Drug Substance
EEAR2 . 1,500 m? Mab Substance 7,200 g
FES 50L x 4 SUB (Wave)

Drug Substance

Drug Product
Mab Substance 60,000 g

400,000 vials (1 52)

200L, 500L, 2000L SUB Mammalian Microbial 120,000 vials (5REz)
2 ' N, /‘—/‘—
750 m2 750m 400,000 vials (FE3E £t 1)

Capabilities BE /] 1 Linze 3
[ o o Drug Substance
N I 50L SUB (1 &E47)
.
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fREe D IE 10,000 Vials

RITE EFTIE 10,000 Syringes
REZFTIE 3,500 Vials

=K (Cartridge) 10,000 Cartridges
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Content A& 41 Purities and Impurities
e UV absorbance e HPLC ?‘IEEZ:'ZEEE

e ELISA — Affinity e HPLC
e BCA/Bradford/Lowry — Reversephase _ Sheeelisian
assay * Formulation content

SR DM AT - Detergent

— Preservative

— Reversephase
— lon exchange
— Hydrophobic
i Potency Z=XHITE interaction
DEVELOPMENT & VALIDATION 4 * CE-SDS
: 2
1

* Cell based bioactivity assay Peptide * Process related impurity
, ~ Proliferation NIRRT — Host cell protein
L3

e "
y

- CDC SDS-PAGE e SR

— CAMP WesternBlot _
— Cytotoxicity |EF/CIEF — Triton X-100

* Neutralization assay — Imidazole
* Binding assay — Insulin

— Protein Aresidue
Pharmacopeia %281 75 5% 1881 — Heparinresidues

Sterility TOC

Bioburden Removable volume
Endotoxin Uniformity-Wv

pH Water content
Conductivity Osmolality

Liquid Particulate matter

(T
—
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1ISO17025 Certified Lab uF

Testing Laboratory

BER BB 0 - T A SIETES R ]

* |dentity by SDS-PAGE
* Charge variants by IEF, clEF, CZE
* Size variants by SDS-PAGE,

* Oligermer, aggregate,
fragment by CE-SDS, SEC,

: HIC, RPC
* Immunochemical properties by WB B SE = Ve YAV * Impurities with
« Carbohydrate by monosaccharides " deamidation and
analysis and glycan analysis, oxidation by IEX, Peptide

* Amino acid composition analysis * Cell based bioactivity e LC-MS for Full sequence, N-terminal mapping, RPC, CZE

assay sequence, C-terminal sequence, PTM,

— Proliferation glycosylation site, glycan structure, and

- CDC Disulfide linkage

— cCAMP * Secondary structure by CD and FT-IR

— Cytotoxicity

* Neutralization assay
* Binding assay
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ICH Q5A(R1) ICH QSE ICH Q1A(R2) | IcHGQs8
Viral safety Comparability | Analytical || EUEudralex V4 Stability ~Q12
- S Method US 21CFR Part : : ’
ICHQSED s CH Q6B _ Validation | . 211 ) - CH Q1B DA )
—  Char. Of cell —] I 0 \ - N . — guidance for
. substrates | k Specification || Pharmacopoeia | Pharmacopoeia ! Photostability _ industry
(USPEP) (USP,EP, JP, CP) . , \
| icHasc | wa
Stability

. . _— E Pl
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Platform Platform
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MBIConti™  Antibody Drug Conjugates

Platform (ADC)
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PIC/S GMP
£E

EEF% S % E

v' Cell line v' QTPPand CQAset Vv Master/Working v Liquid/ lyophilized v Clients to MBI v' CTD package
development up cell banking in vial v" Other CMO to (Module 3)
v' Upstream PD v characterization v Upstream mfg. v Prefilled syringe MBI v" IND/NDA
v" Downstream PD v/ Comparability study v* Downstream mfg. v' Cartridges v" MBI to other submission
v' QC/QA CMO

AT EEIE

. . = ES 750
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2004

Perfusion
culture
model
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. 2015 2016
i - MBI Medium
Fed Batch model Continuous Processing
(Collaborated with AU/NL co.)|
2017 . 2018 .
2015 flil\ilp? Service ((ZEI?EJ;VIO Service
2014 CDMO Service b
2013 CDMO Service OE/ER)
CDMO Service (H)
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40+

Partners from
worldwide

Africa

M Asia Europe M America

. . = ES 752
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Better Life

[
2 | TuNEX® ]
‘= B (launched in TW)
Bed 5
- . “ = <
LusiNEX - X . <
Bench 2 =
GranNEX “ £ Recombinant Protein “
REA AR (,?') B :
Mab . = § Oncology Vaccine “E
O
Mab-BS % Recombinant Flu Vaccine “=-

Mab-Bs @ Peptide Drug “ -

Protein Drug
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| EfkingE -~ EtkingE | CHO (K1, DG44, S) - HEHHE | BEEEKI
 BRETREZEREm 2 FeRlSEBEMm 1 SP2/0 -~ ERIUIEE | Efth cMO to KHF

| EREASEMm BETEZEHER | NK - EERIEE - KErEHEMRE

| BIEREH - HMRKEm ~ E.Coli ~ MBIFast™

| BRHEEEHEM ~ MBIFast™

| DNAZH ~ MBIConti™

| BR-MRASEm

17 Confldentlal COPYRIGHT © MYCENAX BIOTECH INC myce“axﬂ(ﬂﬁi#@%%



2018 =&

« DIcHO A E 2 EY)HLIZEE N Em
- ERERERBEZ K
« XIFEEMA ~ BREmieH - EIKLMEE

]
=

. L

™ ' r

. - [

] . .‘ E I
o

e Bl ke WN2018 N 2019 2020 I 2022 W 2023 )

18 Confldentlal COPYRIGHT © MYCENAX BIOTECH INC mgce“axﬂ(ﬂﬁi#@%%

W—
Po—
V—

SCD 411

500L 2,000L Ph m

SUB SUB ase Re JMaa
egistration

T/T scale up (Global) btained




« BEPSFTUEINERIZLRIVEETPIC/S GMPEE

19 Confldentlal COPYRIGHT © MYCENAX BIOTECH INC mgcenaxikﬂﬁi#%%%



N
o
[T
(0 o)
ol
O

"y

ERS

L3S

dmit -« Rt

SO0

wEEEEN R Al
RERBIBA
ORLAREE EREESP e
PIC/S GMP
BRFERERA ERTERA
Time h. X }
Chemical 5pem| Traditional Biﬂlﬂgiﬂl Cell Thﬂﬂp'f \ Wﬁﬁ‘ﬁlﬁﬁlﬁg/ Eﬂﬁﬁﬂﬁﬁlﬁﬁ
Products Chemicals Medicine NBE Gene Therapy Tissue RM
NCE Immune Therapy BLEANNERRASE SEEREERERnES
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B EmAR: £41H{MZE (FOLLOW-ON BIOLOGIC & BIOSIMILARS)

TuNEX TNF-alpha

45 am:
/EiH Eanti-TNF $8 B Z2 45 L.
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Launched (TW) in 2018

Biosimilar

LusiNEX Actemra® s Ph1 (AU)in 2017
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AR R 8 B E 18 B M £ 17 Biphasic Cartilage Repair Implant

(RevoCart)
M SERERR = HAUEE -

Bone Expert

0 F85T 2019 Q3 [@IFDAIZ L Pre- Market Approval EB35 °
EYEREEM (BERREF, OIF)

PANN 1

5 IND EFE5 (acute tibial fracture)

O IND ZE# S (lumbar interbody spinal fusion)
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ADVA gene

ERERBRHARLE

Advagene

Biopharma Co., Ltd.
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2019 BE

PICMCHEERE - HCDMO RRERIBEIRER - FEHASF - IEBARE

—o ZiEFAERFE (comOo)

CMCi#iigs&a
B k2R ER 2 & MBIFast™ Platform
EERXKEHTS MBUJump™ Platform

| BYEC 75 B 8% £ & Formulation Development e IR E
HAIEEE MBICHO Medium "3 ADVA gene
Biu%g_r d %agg%.ﬂ;iﬁn?m? cﬂi ﬂu?

#5335 =1E MBIConti™ Platform
InReZE4)) 48 S HE ADC Services
P RS 4l B #8 S BE ACC Services

;o BHAEMm
85 245 E M H1EE Bi or multi Specifics pan—

TuNEX,, LusiNEX
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Thank you for your attention!
Mycenas KB £ 2552

From Bench to the Better Life!
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