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Fill & Finish
Services

Sterile drug products - aseptically prepared
Wide range of molecules:
* Small molecules (including peptides)
* Nanomedicines
* Biotechnology products
(e.g. recombinant proteins, monoclonal antibodies)
Small to medium scale batch sizes
Clinical trial material (IMP)

Aseptic technology —o0 Filling technology

isolator with double sterile bubble-free filling process

filtration with PUPSIT with 100% IPC

Formulation —o0 Container

liguids (wide range viscosities) Glass vials with RayDyLyo push-fit caps
Vial sizes —0O Batch size

2R and 10R Up to 1000 vials

Storage condition ——0 One-stop-shop

-80°C - ambient Manufacturing labelling
certification & shipment
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Bringing your molecule into clinic,
on time and within budget.

Chemical & pharmaceutical development

Ardena is your one source contractor for the chemical and
pharmaceutical development of your valued compounds.

Full analytical support

Ardena provides full product analytical and bioanalytical
support during development. We support early and late stage
clinical development projects, all in one seamless offering.

Dossier development

We provide full dossier development support. Our dossier
centric approach makes a difference. We work with you to
compile your requlatory dossier in parallel with drug
development, saving you time, identifying hurdles and fast
tracking your product towards compliance. We are experts in
writing and formatting supporting CMC documentation.

Our services include

——0 Drug Substance Development & Manufacturing
——0 Solid State Research

——0 Drug Product Development & Manufacturing
——O0 APl & Nanomedicine

—0 Clinical Logistics

—O Bioanalytics

—0 Dossier Development
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