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Medicinal Product Database

« Data collected since 1975

* Continuously developed

* About 330,000 records for products
 Historical data (970,000 records)

* Clinical trials

« Safety procedures

« Authorization Procedures
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Use of Data

« Database is used by all regulatory agencies
(BVL, PEI, BfArM)

* Hosted by DIMDI
 Different views are provided to
— Supervising agencies
— Medical service of public insurance

— Industry
— The public
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Substance Dictionary

* More than 41,000 pharmaceutically used substances,
Impurities and metabolites

« Substances related to their active moieties

» Scientific names

« Synonyms in German, English or Latin Language
* Industry codes

 Reagents and methods from pharmacopeia

 Official naming for substances
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Company Registry

« Contact data for 31,000 pharmaceutical
Companies and production sites

 About 39.000 historic data sets

* Only registered Companies may act on the
market
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Electronic submission

» Since begin 2001 BfArM is collecting
documents (selection from CTD module 1
and 2) for all authorization procedures

 More than 2,000,000 documents have been
submitted

 Most dossiers are submitted in paper and on
optical media

« Since 2009 it is possible to submit an
application almost completely paperless
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Electronic Variations

« Variations can be sent to NCA's via a portal
« 20,000 Variations via portal (50%)
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Marketing Information

* Due to European Law companies have to
report when the are bringing a product to the
market

* A product not marketed is withdrawn
automatically after 3 years

« Data are collected via a portal and
administered
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Contact:
Mail:
Phone:

Thank Youl!

thomas.balzer@bfarm.de
+49-228-207-3764

T. Balzer, BfArM 04.02.2013
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