HWI group

Manufacturing of clinical trials — precision and
speed for your product development

HWI supports you in the successful implementation of your clinical trials or small batch
production for small and large molecules and offers a comprehensive range of services.

Our service package for clinical studies
and small batch production

We offer support in development, manufacture,
testing, QP release and distribution of clinical
investigational medicinal products.

You get everything from a single source.

e Manufacture of liquid and semi-solid dosage
forms up to 100 kg batch size and of oral solid
dosage forms up to 75 kg batch size

e Manufacture of solid, semi-solid and liquid
dosage forms incl. parenterals

e Manufacture of innovative dosage forms such as
micro- and nanosuspensions, nanoemulsions
and nasal sprays

e Tailor-made primary, secondary and tertiary
packaging incl. cold chain

e Customised labelling incl. blinding /
randomisation

e Handling of hight-potent APl up to OEB 5

e Analytical method development, validation,
batch release testing and stability testing

e QP batch release
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e Development and packaging of individual
patient kits
GMP storage incl. cold storage
Worldwide distribution under controlled
conditions to clinical trial sites
Procurement of comparator medicine
IMPD writing

e Import/export and customs clearance

We are an owner-managed service provider.

For more than 30 years HWI has been recognized as a
reliable and innovative service partner for the interna-
tional pharma and biotech industry.

We offer a service portfolio ranging from formulation
and analytical development, quality control, small
scale batch manufacturing to QP services, pharma-
covigilance and GxP services.

We are GMP-certified and FDA-approved, so that we
confirm the highest quality standards at our 3 sites in
Germany.
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