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Monoclonal Antibodies
(Novel Biologics & Biosimilars)

Bi-specific mAb
Fc-fusion Proteins

r-Protein (3 with PEGylation)

Protein Vaccines

Plasmid DNAs

IND )

IND submissions and
materials supplied for clinical
studies globally
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EirGenix Revenue Trend Summary
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Protein &
antibody
engineering
(CRO)
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Allogenic cell Autologus cell Gene delivery system
processmg system processing system manufacturing

<

4:

May 24 2019 ‘ 9:00 am EST

Viral safety testing
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* Immune Stimulating
Antibody Conjugate
(ISAC) - collaboration
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and Client’s Success is Our
Priority
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® Each production line: USP with max. 3 sets of
MEM R EEL 2x2,000L & One DSP facility
® One DSP can handle up to 16 Kg Mab/Iot, use SU
design can run up to 60 lots/year. With 3 sets of
2x2,000L SUBs in USP, the maximum production
capacity up to 500 Kg Mab /Year

(2) TTERR
IS 7L B B o AR

* 350 + 1,000L USP fermenters & 2-3 suites of DSP

» Stage 1 (2016-2019)

* Line 1: (50/200/2x1,000L SUB) 2 sets of 2x2,000L; QC Lab.
* Max. capacity ~ 42 Lots/yr

» Stage 2 (2020-2022)

* Expand Line 1: Adding one more set of 2x2,000L; PS Lab.
* Build up the 2" production line (5" fl): 3 sets of 2x2,000L
* Max. capacity ~ 120 Lots/yr

» Stage 3 (2022-2024)

® Build up the Building B with 1x350L, and 1x1000 L fermenters, one
harvest zone and 2 downstream purification suites
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CLICK HERE
360-Degree
Virtual Tour

http://www.eirgenix.com/en
/about/index.aspx?num=17
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> Biosimilars — EEWJ?I‘HM% vs Generics -- B2 %%

 RERB BRI -

= EYARPIZEORMPIEEAR AR S (EHLIE | 88181 EEE vsB % 488X FE) -
» FRBRKEEEREYEUUSEMSREnERR CREESE -

» FYHLUENTSEAPIERES - REREHERE -

Aspirin hGH
21 atoms ~ 3000 atoms

0

M

Generic Biologic

Development -
$ cost (USD) 2-3 million 800 million

UU Time to market
E ) 2-3 8-10
|3 o . Bioequivalence Phase I- Il studies
= Clinical studies studies in healthy efficacy and safety
volunteers

& e Phase IV, risk manage-
[:§] ost-authorization e oo e aes ment plan including
' MeHvines pharmacovigilance

1gG Antibody
~ 25,000 atoms

Car
~ 3000 Ibs

g ——— \
e % Business Jet B

—— ~ 30,000 Ibs (without fuel)
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SUPPLEMENTARY MATERIAL — BIOSIMILAR VS GENERIC
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‘ $ CMC, Biological @
2-3 Characterizations

years CMC, Physiochemical

Process

Development l Characterizations
L
Development
[ R&D (target verification) ]ss 3-5

years

= TMEEBHEPRIETEAR %ﬁﬂ%%h%Aﬁ&%ﬁ@%&Ahﬁ
= EYEBIZERIVERAEENEE, ADKY A, HEvE—F{Eclone & R —(E&#E{CERE
FREERZEmBE R MAVE IR ZE 0 RV E (2R EDR S E VAR U

<ﬁirﬁenix
26



