We as Ardena team-up with our global customer base to provide
small molecule drug development, manufacturing, clinical logistics
and (bio)analytical services. To streamline your drug’s progress to
the clinics and beyond, we compile your regulatory dossier in
parallel. With our multidisciplinary approach we accelerate the
drug development and approval process. Our services are
seamlessly integrated to better mitigate development risks and

ultimately reduce time-to-clinic.



Bringing your molecule into clinic,
on time and within budget.

0O Ardenais your one source contractor for the chemical and pharmaceutical
development of your valued compounds.

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

— O  Ardena provides full dossier development support. Our dossier-centric
approach makes the difference to stay ahead of the game. We work with
you to compile your requlatory dossier in parallel with drug product
development, saving you time, identifying hurdles and fast tracking your
product towards compliance. We offer expertise in CMC and requlatory
support for both small and large molecules.

Upscaling & process
Drug substance development
GMP manufacturing

Route scouting Clinical Logistics

I
I
| I
I
| ‘ |
! Preformulation |
I I
I I
I I
I

! } Formulation [
! | development :
| Solid state screening Drug product GMP
Chemical & 3 & selection manufacturing
pharmaceutical Drug substance
development development
Clinical method
development &
ICH stability studies validation

Biomarker research
& analysis

Immunoassays

|
l ! w Clinical
) | | . .
| ! I bioanalysis
! Drug substance & !
| drug product method Quality control &
Fullanalytical ADME bioanalysis development & validation s
support 4 p release testing
CMC documentation
Gap analysis |
|
|
|
Dossier Strategic advice ‘ .
development N and guidance Requlatory dossier
SuentlﬂcA A submission &
report writing maintenance

c/\ R D E N /\ info@ardena.com www.ardena.com



