Integrated CDMO Services for Smarter Drug Development

HWI group is an independent, family-owned service provider to the pharmaceutical and biotech industries.
We support pharmaceutical and biotech companies with our end-to-end service concept throughout the

entire drug development process.

Combining formulation development, analytical expertise, manufacturing capabilities as well as regulatory
support, we provide tailored CDMO services from early-stage development to clinical trial material production.

CMC Development

e Development of new drug products with focus
on complex small and large molecules
e.g. poorly soluble APIs

e Optimisation and reformulation of existing
products

e Development of herbal medicinal products

Dosage Forms and Packaging

e Liquid dosage forms: Solutions, micro- and
nanosuspensions, emulsions and lyophilisates
for oral, nasal and parenteral use

e Semi-solid dosage forms: Creams, oleogels,
hydrogels, emulsions and self-emulsifying sys-
tems (SEDDS, SMEDDs) for topical applications

e Solid dosage forms: Tablets, coated tablets,
mini tablets, hard capsules, pellets, granules
and powders for oral use

e Primary packaging of liquid and semi-solid
dosage forms: Vials, syringes, cartridges,
bottles, tubes

e Primary packaging of solid dosage forms:
Bottles, blister packs, containers, sticks,
pouches
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Manufacture of CTM and Small Commercial Batches

Solid, semi-solid and liquid dosage forms

Micro- and nanosuspensions, nano emulsions
Nasal sprays

Handling of APIs up to OEB 5 and narcotic drugs
Tailor-made primary and secondary packaging incl.
cold chain

Customised labelling, serialisation and aggregation
Patient kit labelling and assembly

Worldwide distribution to clinical trial sites under
controlled conditions

Comparator sourcing

IMPD Writing

Import/export and customs clearance

Integrated Services

Analytical development and validation

Release and stability testing

QP batch release and regulatory support
Nanotechnology-based formulation approaches
to enhance bioavailability
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Sterile Powder Development and Filling New Service from 2029: Steril Fill & Finish

e Powder formulation development and the e Sterile Fill & Finish of Liquid and Lyophilised
transfer from laboratory to production scale Products

e Filling of powders for terminal sterilisation e Manufacture of sterile finished products to

e Manufacture of technical batches, stability medium sized batches of up to 30,000 items
batches, and batches for clinical trials and for large and small molecules
commercial use with batch sizes of up to e Filiing in vials, syringes, and cartridges.
approx. 10,000 units. e The new facility is projected to start operations

in 2029

As an end-to-end service provider, HWI complements its
portfolio with laboratory services, pharmacovigilance and
QP services as well as regulatory support, all from a single
source.

Whether you are looking for short-term expertise or a long-
term strategic partner, HWI delivers tailored solutions to
meet your specific requirements.

Lilia Selinger | Head of Sales Get in touch with us to find out how we can support your
Mobile: +49 172 2113128 project.
Email: sales@hwi-group.de
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