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A customer needs.
The Dundalk facility is a state-of-the-art ‘factory of the

future’ using the novel approach to the commercial The facility in Dundalk is a critical component of the
biomanufacturing of biologics-based medicines company'’s global biomanufacturing network. It is a

pioneered by WuXi Biologics. This is the very latest in multi-product facility for manufacturing monoclonal
biopharmaceutical manufacturing technology where e 8 . —(C 7 ) - (%)) +-*$). v -3
single-use bioreactors are used for batch-production clients an innovative global entry point to bring new

of products as opposed to traditional stainless-steel biological therapies to market.

vessels on a round-the-clock basis. This results in Having achieved full national and international cGMP

#$"# - +-* 0 /$18/4 ) .$")$" )/'4 "*2 rpgulatbry hereditation, WuXi Biologics has now begun
culture-based biopharmaceuticals manufacturing. commercial production of several vitally important

medicines on behalf of clients around the world.
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i Areas of focus WuXi Biologics, Ireland

Manufacture of monoclonal antibodies (mAb) and recombinant proteins '
State-of-the-art cGMP drug substance manufacturing plant

Single-use bioreactors process set up
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Target Seledion Cell Line Engineering n DS GMP One partner
m Reagent/Protein Geneation Assay Deelopment Manufacturing Sl
in all areas

Process Development
Drug Product Development

DS & DP Sale Up

Cell Banking & Chaacterization
Pilot Scale Manufacturing

Viral Clearance
Late-stage Dev & PC/PV
IND & BIA Filing Support

& Assay Development n DP GMP

Manufacturing

m QC Iot Release
& Stability

= Global Dual
Source Support

m  Antibody Generation

m  Complex Biologics
Engineering (e.g., ADC)

m Lead ID & Ofimiz ation
m  Developability Assessment

m  Characterization (e.g., PK, PD,
c acy & Exploratory Tox)

PQC Seletion
Regulatory Support



Why Ireland?

WuXi Biologics, Dundalk, Ireland

Ireland has become a global

hotspot for investment in 0% $**"'$ .. '* | */# @ *--$ *-v* -3$)"
biopharmaceuticals over the past employees coastal and uncongested urban living,
10 years. competitive house prices and a great work life balance.

These investments have been attracted
by Ireland’s world class research
facilities and supportive business
environment which are well-recognised
for fostering innovation and growth.

Alongside this, Ireland supports a
thriving supply chain ecosystem of
activity generated by the expansive
clusters of multinational and
indigenous biopharmaceuticals
businesses operating around the
country.

Ireland’s National Institute for

Bioprocessing Research and Training

(NIBRT) for example provides a global

centre of excellence for training and
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world-class facilities and expertise to

ensure the sector has a sustainable
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Ireland’s exemplary record in working
with both national and international
regulators - the US Food and Drug
Administration (FDA) and the European
Medicines Agency (EMA) among others,
is another key ingredient in making
Ireland an ideal location for global
biopharmaceutical manufacturing.

Dundalk’s strategic location on the M1
motorway links it directly to Ireland’s
two largest cities, Dublin and Belfast,
which are both less than 90 kilometres
distance. In addition, some of Ireland’s
towns, including Dundalk, Drogheda,
Swords, Balbriggan, Newry, Monaghan,
Cavan and Armagh, are within easy
reach. Dundalk also provides easy
access to three international airports
serving 290 destinations, an intercity
rail service, motorway connectivity and
deep seaports.
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