
 

Bestätigung über die Verpflichtungen als Händler für 

Medizinprodukte 

 

 

Hiermit bestätigt die Bayer Vital GmbH, als pharmazeutischer 
Unternehmer mit Geschäftssitz in der Bundesrepublik Deutschland, alle 
Verpflichtungen für Händler der VERORDNUNG (EU) 2017/745 DES 
EUROPÄISCHEN PARLAMENTS UND DES RATES vom 5. April 2017 
über Medizinprodukte inkl. der Amendments, zur Änderung der Richtlinie 
2001/83/EG und zur Aufhebung der Richtlinie 93/42/EWG des Rates 
(nachfolgend „MDR“) – insbesondere Art 14, 16 MDR - ab deren 
verpflichtender Geltung, also ab 26.05.2021, einhält. 

 

Zusätzlich bestätigt die Bayer Vital GmbH, dass sie den EU-Leitlinien für 
die Gute Vertriebspraxis von Arzneimitteln unterliegt und daher über ein 
funktionierendes Qualitätssicherungssystem verfügt, welches nach Art 
und Umfang den von ihr durchgeführten Tätigkeiten entspricht und im 
Besitz sämtlicher zum Betrieb des von ihr ausgeübten Großhandels 
erforderlichen Erlaubnisse und Genehmigungen ist und sie der ständigen 
behördlichen Überwachung unterliegt. 

 

  
  

  
Dr. Matthias Werner 
Qualitätsmanagement Bayer Vital 

Dr. Susanne Metzger 
Head of Regulatory Affairs Pharma 
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Senior RA Managerin CH 
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Electronic Signatures – Consent and Privacy 
statement 

Herewith, signers agree that the electronic signatures are intended to be the legally binding 
equivalent of traditional handwritten signatures according to CFR – Code of Federal 
Regulations Title 21, Part 11 Electronic Records; Electronic Signatures, Subpart C – 
Electronic Signatures.  

Bayer AG (hereinafter “us” or “we”) wishes to inform you about processing of your 
personal data in the context of Electronic Signatures. Your personal data will be 
processed when you use the technical platform DocuSign Digital Transaction Management 
Platform (“DocuSign Website”) and as part of electronically signing or approving a 
document. DocuSign Inc., United States of America, provides the technical platform. For 
respective data processing, please refer to the privacy statement from DocuSign Inc. 
available on the DocuSign Website. The Privacy Statement at hand informs about the 
personal data processed by Bayer AG as part of electronically signing or approving a 
document.  

The purpose for which we collect and process your personal data is the handling of 
electronic signatures. This includes signing and approving of documents as well as legally 
required retention and archiving of signed documents. The legal bases for this processing 
are Art. 6(1)(b) and (c) General Data Protection Regulation.  

The personal data, which we process, are identifying information like your name, e-mail 
address and contact details, and document management and signature related 
information like date of signature, history of document-related actions (e.g. review, sign and 
IP address). Furthermore, the electronically signed documents may contain personal data 
of any type that is not directly related to the electronic signature process.  

Access to your personal data will be given to our departments, which are involved in 
processing of electronic signatures. This may involve departments from other Bayer 
affiliates within and beyond Europe. Your personal data may also be provided to service 
contractors supporting our electronic signature processes. Such service contractors are 
carefully selected and regularly monitored by us. They will only process personal data in 
accordance with our instructions and on basis of appropriate data processing agreements.  

Your personal data may be transferred to and processed in a country outside the European 
Economic Area for which the European Commission has not decided that it ensures an 
adequate level of data protection. In such cases, we will set up appropriate protection 
measures as required by GDPR. For example, we generally will apply the so-called “standard 
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data protection clauses” adopted by the European Commission. You can obtain a copy from 
us on request. Alternative protection measures may be implemented as well.  

Your personal data will be retained and archived according to legally required retention 
and archiving periods applicable to business related files. Your personal data will then be 
deleted if there are no other legal reasons to further processing.  

You have the right to request information from us about your personal data, access to and 
rectification or erasure of personal data or restriction of processing concerning your 
personal data or to object to processing as well as the right to data portability. You also have 
the right to lodge a complaint with the data protection supervisory authority.  

For any questions, you may have with respect to data privacy, please contact 
digitalsignature@bayer.com.  
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