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NameOfMAH uses saphëus® as licence Lite + within the project "Gemeinschaftliche Nebenwirkungsdatenbank" of the German Federal Association of the Pharmaceutical Industry (BAH WiDi) as the sole database for Pharmacovigilance and regulatory purposes for NameOfMAH's products.
saphëus® is used by NameOfMAH as Software as a Service (SaaS) in a secured way via the internet. The connection with saphëus® is secured and encrypted by Virtual Private Network (VPN). 
Only authorised and identifiable persons are able to access saphëus®. 
Only successfully trained users get access to saphëus'® production environment.
The current version of saphëus® is 7.0.1
saphëus® includes the following main features and functions:
· support for high data quality and avoidance of case duplicates
· user-friendly usability according to software ergonomics
· extended MedDRA® coding form
· PSUR / DSUR print-outs according to GVP module VII and E2F
· document management
· extended user-friendly Query Assistant
· [bookmark: _GoBack]Multi Core Database System
· Audit Trail in an own repository
· access protection
· clearly listed pending reporting

The vendor of the pharmacovigilance database saphëus® is PHARM-SOFT Dr. B. Rodust GmbH, Königswall 22, 44137 Dortmund, Germany.
PHARM-SOFT has been successfully audited by DQS on the 27th of April 2017 within a vendor audit. The copy of the certificate is in place.

For further information see ANNEX D.
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