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A EUROPEAN MEDICINES AGENCY

SCIENCI MEDICINES HEALTH
A complex active ingredient In cases where the medicinal product does not fall within
A complex route of delivery 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,
. Complexity or uncertainty concerning the . . :

. . strength, pharmaceutical form or route of administration,
approval pathway or a poss.lble alternative vis-a-vis the reference medicinal product, the results of the
approach that would benefit from early appropriate pre-clinical tests or clinical trials shall be
scientific engagement provided

A complex dosage form or formulation
. A complex drug-device combination product

VR WwN e

Classifying Approved New Drug Products and Drug-device Combination Products as
Complex Products for Generic Drug Development Purposes Article 10(3) of Directive 2001/83/EC

- BREG. BAL AIRD B 0iE, BEEEC, T RESMER Y 3 Y v VT EEMS
- EYERIRSEEERTOREL WY 2 2 Y v VT EEGR
- EMATIX, hybrid medicine 17
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,, ADMINISTRATION .

505 (b) ? Drug approved for X Q-
Drug / ®

An application that contains full reports of investigations 2

of safety and effectiveness but where at least some of w l " 4
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Complex Generics News

Up-to-date information on FDA’s actions on complex generics

f share | X Post | in Linkedin | % Email | & Print

Generally, complex generics are products that have complex active ingredients,
formulations, dosage forms, or routes of administration, or are complex drug-device
combination products. Generics of complex brand name drugs (i.e., reference listed drugs)
can be more difficult to develop. As such, a complex drug may be less likely to have an

available generic.

To help patients access important medical treatments, FDA’s Center for Drug Evaluation
and Research works to better understand the scientific issues impacting complex generic
development and assessment. FDA shares these scientific insights publicly, further
enabling generic drug applicants to develop complex products and helping to ensure that
applicants have the necessary information to prepare complete submissions.

This page features news, information, and additional resources about FDA's activities that

support the development and approval of complex generic drugs.

CENTER FOR RESEARCH ON
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GENERICS e ortinsan
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The Center for Research on Complex Generics (CRCG) facilitates research collaborations that help

increase access to safe and effective generic drugs.
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