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All times mentioned are CET.

           
        Zielsetzung

You will understand the purpose and organisation of regulatory inspections and you will learn how to prepare your company to pass an inspection or customer audit and how to assure the most positive outcome.

Get practical knowledge of: ƒ
	What inspectors are looking for ƒ
	Successful preparation and management of inspections ƒ
	Typical compliance issues and proactive compliance ƒ
	Performing a MOCK ƒ Latest trends (with a view on virtual/remote audits)

In addition you will hear examples from global inspections to gain a better understanding of what is expected.

Hintergrund

GMP audits and inspections are fundamental elements of managing quality in the pharmaceutical industry. On the one hand, pharmaceutical companies have to perform supplier audits. And on the other hand, the pharmaceutical companies as well as the suppliers are frequently inspected by the authorities (both national and international inspectorates like the FDA) as a central element of supervision.

For the company, an inspection can have a decisive influence on the daily work and its economic future. A sound and thorough preparation is an essential key to successfully pass an inspection.

Zielgruppe

This GMP Education Course is designed for all persons involved in preparing, managing and escorting audits and inspections.


Technical Requirements


We use Webex for our live online training courses and webinars. At www.gmp-compliance.org/training/online-training-technical-information you will find all the information you need to participate in our events and you can check if your system meets the necessary requirements to participate. If the installation of browser extensions is not possible due to your rights in the IT system, please contact your IT department. Webex is a standard nowadays and the necessary installation is fast and easy.


Programm

  
    [image: Inspection Management - Live Online Training ]
   
  Gesamtes Programm als PDF herunterladen

  
Approach and Expectations of the Agencies
	How inspectors are trained
	Skills needed
	Inspection preparation, strategy and tactics
	Information transfer between inspectorates
	What to expect, when being inspected in the near future
	Observations - some practical examples

Preparing for a Regulatory Inspection
	Team building
	Gap analysis and action plan
	Roles and responsibilities
	Training of the staff
	Function of moderator, escorts and experts

Case Study: Proactive Compliance and Inspection Management -  it’s more than Self Inspection
	How to increase inspection risk-awareness
	Risk categorisation and ranking
	Risk reduction prioritization
	Reporting of the results to senior management

The MOCK-Inspection: Auditing your Company to prepare for international Inspections
	Internal Audit and Mock-Inspection
	Audit strategy
	Roles and Responsibilities
	Communication and co-operation
	Sequence of preparation steps
	Co-operation with customers and external auditors

Expectations from Inspectorates worldwide
	Brazil (ANVISA)
	Mexico (COFEPRIS)
	Turkey (MOH)
	Russia (FSI SID&GP)
	Eurasian Economic Union (EAEU)
	China (NMPA)
	South Korea (MFDS)
	Taiwan (TFDA)

The FDA Approach
	The MRA between the U.S. and the EU and its consequences
	The FDA Inspection System
	What does FDA expect?

How to prepare for Distant Assessments/ Hybrid Inspections (the Auditee’s Perspective)
	Tools needed
	Which documents can be provided upfront – and how
	How to realise a safe document Review
	How to support a virtual tour
	What problems can occur and possible solutions
	Resources and time requirements

Responding to Audit and Inspection Findings
	How to reply to report and observations
	Dissent and dispute
	Proof of CAPA effectiveness
	Ensuring that measures are implemented company-wide
	What to do if a target date can not be achieved?



    

  









      Dieses Seminar/Webinar kann nicht gebucht werden. Alternative Termine für dieses Seminar/Webinar und ähnliche Veranstaltungen finden Sie in der Übersicht nach Thema..
Für viele Seminare und Webinare gibt es auch Aufzeichnungen, die Sie jederzeit bestellen und anschauen können. Diese Aufzeichnungen finden Sie in einer themensortierten Liste.
Oder senden Sie uns Ihre Anfrage einfach über das folgende Kontaktformular.
Anfrage senden

             
          
        

          * auch unkompliziert per Kreditkarte bezahlbar
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        Haben Sie noch Fragen?
 
	  
      
        Wir stehen Ihnen für weitere Auskünfte gerne zur Verfügung.  
        
Tel.: +49 6221 84 44 0 
        
E-Mail: info@concept-heidelberg.de
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        	Teilnehmerstimmen
	Zertifikat zu GMP/GDP Weiterbildung
	Seminarprogramm als PDF
	Sonderkonditionen DB Bahn


      

    













 






      
    Zurück

    
  
  




    
      




  
    
          
    



        
  
                
                        Teilnehmerstimmen - das sagen andere über unsere Seminare:
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      „Guter, breit gefächerter Überblick mit interessanten Verknüpfungen zur Praxis, 
welche die Theorie super veranschaulicht.”
Marina Kicoranovic, Labor Hartmann GmbH
GMP/Basis-Einstiegsschulung (B 14), September 2023
  
  
  






        
  
      „Die Referenten waren sehr gut! Sie haben sehr klar gesprochen, nur sehr wenige englische Begriffe 
verwendet (super) und waren sehr praxisbezogen.”
Astrid Gießler, Regierungspräsidium Karlsruhe
Live Online Seminar - Basiskurs Computervalidierung & Datenintegrität im GxP Umfeld (B 3), Juni 2023
  
  
  






        
  
      „Sehr guter Bezug zur Schulung für einen GMP-Anfänger. Habe mich sehr gut abgeholt gefühlt.”
Dr. Harald Werner, Infraserv GmbH & Co. Höchst KG
GMP-Basisschulung (B 1), Juni 2023
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            Weitere Teilnehmerstimmen
            
        
    







    
      




  
    
          


	
        NEWSLETTER

	

	
                    Bleiben Sie informiert mit dem GMP Newsletter von Concept Heidelberg!
        


        
  
      GMP Newsletter

Concept Heidelberg bietet verschieden GMP Newsletter die Sie auf Ihren Bedarf hin zusammenstellen können.

Hier können Sie sich kostenfrei registrieren.
  
  
  




    








	
        Kontakt

	

	
                    Kontaktieren Sie uns
        


        
  
      Haben Sie Fragen?
  
  
  






        
  
      Concept Heidelberg GmbH
Rischerstraße 8
69123 Heidelberg

Tel. :+49622184440
Fax : +49 6221 84 44 84
E-Mail: info@concept-heidelberg.de

zum Kontaktformular
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                            Laden Sie die GMP Navigator App herunter
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