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ACGTIVE PHARMAGEUTICAL INGREDIENTS

HOW IS A PHARMAGEUTICAL SPECIALTY DEVELOPED?

The development of a new pharmaceutical specialty
is long and costly and can last up to ten years.

DISCOVERY
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In order to produce a single
medicinal product, several hundred
or sometimes thousand molecules

are subjected to preliminary
laboratory tests. This entails top
level R&D engagement.

Demonstrate its
therapeutic activity

PRECLINICAL
PHASE

BU‘/©\

During this preclinical phase,
the selected molecules are are
subjected to a very comprehensive
pharmacological screening.

3phasesof GLINIGAL
EXPERIMENTATION

on an increasingly large
number of subjects

The 3 screening phases include:
pharmacology, toxicology and in
vivo clinical trials

AN ACTIVE INGREDIENT MUST

Reach
its target(s)

Perform its action
and be
subsequently
eliminated

At the end of this selection process, only a few molecules remain that can proceed to Clinical Phases 1,2 and 3
subject to prior authorisation by the competent national bodies




HOW IS AN ACTIVE PHARMACEUTICAL INGREDIENT PRODUCED?

GOOD MANUFACTURING PRACTICES (GMP)
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It is crucial for the APl manufacturer to have a
cutting-edge Research & Development (R&D) facility,
enabling the transition from laboratory scale to pilot
plant and then to full industrial scale. To achieve

this an excellent level of technology is needed.

NATIONAL
HEALTH
SERVICES

At the expiry of its patent the : allowing access to healthcare to a : and reducing the cost for health
active ingredient can be used for : wider population : services and insurers thus freeing

the production of generic drugs, up resources for innovative
therapies
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