GlaxoSmithKline

GlaxoSmithKline Biopharmaceuticals is a full-
service contract manufacturing partner in the
development and manufacture of cGMP biophar-
maceutical proteins for clinical trials and commer-
cial use. We offer FDA and European licensed
multi-product facilities. Our featured services
include the low-cost, rapid scale-up and manu-
facture of mammalian cell-derived proteins at up
to 5,000L scale and the preparation of formulated
bulk products.

We also offer fill/finish for sterile liquids and
freeze-dried drug products. Our offerings include
complete analytical and regulatory services to
speed technical transfer and regulatory approval.
GSK is at the forefront of process optimization
with the application of methodologies that include
Process Analytical Technology (PAT) and Quality
by Design (QbD). Our manufacturing has support
from comprehensive corporate resources, includ-
ing Chemistry and Pharmaceutical Development.

GSK Contract Manufacturing
Biopharmaceuticals

Our independent product purification suites
provide complete segregation of a client’s
product. We offer state-of-the-art testing laborato-
ries with a full array of testing capabilities, ad-
vanced computer tracking and control, and cGMP
compliant warehousing for raw materials and
formulated bulk product.

GlaxoSmithKline Biopharmaceuticals is expand-
ing the proud heritage of discovery and develop-
ment established by our parent company,
GlaxoSmithKline. With bulk manufacturing sites
(US), secondary filling (UK and ltaly), and a
central testing lab (UK), we have the experience,
knowledge, resources, and corporate backing

to satisfy all requirements for reliable, cost-effec-
tive, and high-quality biopharmaceutical contract
manufacturing services

Molecule to Market — Extending Your Capabilities



Manufacturing Capabilities * Proven executional excellence: on-time,
on-spec performance

Large Molecule / Biopharm «  Protection of proprietary technology

* Large company strength and small «  Exemplary and sustained safety record
company flexibility

+ Cost-effective operational scale Processes and Equipment
- 75L to 5000L bioreactors in three
manufacturing suites « Independent Cell Culture Suites —
- 6 production trains with three producing product up to 5,000L scale,
purification suites with multiple 5,000L scale bioreactors

*  Over 10 years with a successful track record « Independent Product Purification Suites —
in transferring and manufacturing providing complete segregation
multiple products of a client’s product

*  Ability to work with a broad range - State-of-the-Art Testing Laboratories —
of clients including major with a full array of testing capabilities
pharmaceutical companies « Advanced computer tracking and control

* Highly developed and proven methods +  c¢GMP Compliant Warehousing — for raw
for technology transfer materials and formulated bulk product

* Fully trained staff experienced in cGMP
manufacturing, testing, and release

*  Complete supply solution (bulk drug
substance manufacture, fill/finish,
European release)

Large Molecule/Biopharm API
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