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        Zielsetzung

This event is intended to provide information on different aspects of stability testing. The conference will be opened by an overview of stability testing with a special focus on important changes in current revisions of ICH Guidelines. In the subsequent presentations, important aspects of stability testing for biologicals and throughout drug development are discussed. The second day commences with a lecture on stability testing for Drug Substances, followed by a talk on Drug Products and a risk based approach for stability testing covering different climatic zones. In the following presentation, the focus lies on to the various aspects of submitting stability data. The specific challenges of data evaluation and typical questions from authorities will also be addressed. Finally, statistical considerations will be covered in another lecture.

Hintergrund

Analytical methods that were not “stability-indicating” are frequently cited in FDA 483s and Warning Letters. This conference will thus address how to set impurity limits for related substances and degradation products based on method capability and stability results.

The analytical result, which will be compared to the specification, is affected by the variability of the measurement itself and depends also on the sampling process and on the variability of the manufacturing process of the tested product itself. This makes statistical considerations essential and consideration of the associated measurement uncertainties vital when setting or complying with specifications.

Finally, specifications for the API (drug substance), excipient(s) and the drug product are part of the quality section of the marketing authorisation application which has to be submitted to the competent authority.

Zielgruppe

This conference is of particular interest to specialists from QA, QC and Regulatory Affairs departments of the API and pharmaceutical industry and CROs as well as to members of the EU inspectorates and authorities. Participants have the opportunity to exchange their experiences they gained with the different aspects of ‘specifications’ with the experts from the API and pharmaceutical industry as well as with members of competent authorities.
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  Gesamtes Programm als PDF herunterladen

  
Current ICH and CHMP Guidelines for Stability Testing
	Overview of Stability Guidelines
	Concepts of Stability testing
	Retest period and Shelf-life
	Post-marketing Stability Studies
	Future Activities

Stability Testing for Biologicals
	Overview of regulatory requirements
	Types of stability studies for Biopharmaceuticals
	Practical aspects of stability studies with Biopharmaceuticals
	Degradation pathways
	Setting shelf life during early and late stage development

Stability Testing throughout Drug Development
	Must the development stability programme meet ICH Q1A?
	Stability testing from early development to product launch
	Clinical stability for comparators
	Site specific stability

Stability Testing for Drug Substances
	Stability protocols
	Stress testing
	Photostability testing
	Documentation

Stability Testing for Drug Products
	Strategy of Stability Testing
	Performance of new Drug Products
	Related Finished Products with existing substances
	Follow-up Stability Testing

Submitting Stability Data
	Regulatory Strategy Stability
	Drug Substance and Drug Product Stability Data and Evaluation
	Storage recommendations/labelling/SmPC
	Stability studies, commitments post approval
	Typical questions from authorities and answers

Evaluation of Stability Results – Statistical Considerations
	Sample number and replication
	Trend analysis
	Outliers
	Pooling of batch data
	Shelf life prediction

 
 


    

  









      	ECA-Member*:	€ 1690,-
	Non ECA Member*:	€ 1890,-
	EU/GMP Inspectorates*:	€ 945,-
	APIC Member Discount*:	€ 1790,-


             
          Alle Preise zzgl. MwSt. Wichtige Hinweise zur Umsatzsteuer.
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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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        	Für Lieferanten: Ausstellungs- und Sponsoringmöglichkeiten
	Teilnehmerstimmen
	Zertifikat zu GMP/GDP Weiterbildung
	Seminarprogramm als PDF
	Sonderkonditionen DB Bahn
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                        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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