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EUROPEAN MEDICINES AGENCY

1. A complex active ingredient

2. A complex route of delivery

3. A complex dosage form or formulation

4. A complex drug-device combination product

5. Complexity or uncertainty concerning the
approval pathway or a possible alternative
approach that would benefit from early
scientific engagement

Classifying Approved New Drug Products and Drug-device Combination Products as
Complex Products for Generic Drug Development Purposes

In cases where the medicinal product does not fall within
the definition of a generic medicinal product as provided
in paragraph 2(b) or where the bioequivalence cannot be
demonstrated through bioavailability studies or in case of
changes in the active substance(s), therapeutic indications,
strength, pharmaceutical form or route of administration,
vis-a-vis the reference medicinal product, the results of the
appropriate pre-clinical tests or clinical trials shall be
provided

Article 10(3) of Directive 2001/83/EC
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Japan Established Medicine Association
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