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Note: All times mentioned are CET.

           
        Zielsetzung

This GMP Live Online Training Course aims at easily explaining the GMP requirements for packaging of medicinal products.

This includes requirements for premises and equipment but also for QA operations like documentation, line clearance, validation etc.

Hintergrund

Packaging of medicinal products, blistering as well as cartoning for example, plays a crucial role in the quality and safety of a medicine. Deficiencies of primary packaging may alter the efficacy or stability of a product; failures in secondary packaging may do harm to patients even worse when products or the folding boxes are mixed up. Therefore, packaging is defined as (the last) pharmaceutical manufacturing step and one of the most critical ones. It is not surprising that the biggest part of recalls is caused by failures during packaging. The FDA reported that more than 30% of recalls of tablet products during the last 5 years were caused by label mix-ups, incorrect packaging or incorrect products insert. On the other hand, despite the high criticality of the packaging process, the packaging plants are required to cut the costs and raise their Efficiency.

Another challenge for the packaging units is the new EU Directive, requiring safety features and authentication measures in order to raise the hurdle for drug counterfeiters. As a consequence of the “COMMISSION DELEGATED REGULATION (EU) 2016/161”, the rules apply from 9th of February 2019 onwards except for some member states with an existing Verification System. Packaging lines have to be equipped with systems for printing and reading two dimensional codes (2D-Codes) and these systems have to be linked to the materials management system. Companies already shipping serialized products have been reporting from technical hurdles which should not be underestimated. Most companies without experience in this field will need external help. But technical expertise could become rare in the near future.

There are numerous requirements which have to be fulfilled in the packaging plant. During this GMP Live Online Training we will focus on:

	Compliance & QA requirements		QA Systems
	Hygiene and Cleaning
	Qualification / Validation

	
	Technological aspects		Facility and Zone Concepts
	Design of packaging equipment

	
	Packaging materials		Handling, storage and mix-ups
	Suppliers

	
	Special topics:		Serialisation & Authentication
	Highly Potent Products

	


Zielgruppe

Staff from QA and production engaged in packaging operations is the target group of this course as well as suppliers for equipment and packaging material used for packaging of medicinal products.


Technical Requirements


For our Live Online Training Courses and Webinars, we use Cisco WebEx, one of the leading suppliers of online meetings. At https://www.webex.com/test-meeting.html you can check if your system meets the necessary requirements for the participation at a WebEx meeting and at the same time install the necessary plug-in. Please just enter your name and email address for the test. If the installation is not possible because of your rights for the computer system, please contact your IT department. WebEx is a standard nowadays and the necessary installation is fast and easy.


Programm

Note: Provisional timetable, the actual schedule may vary depending on the situation.
 
Programme Day 1
 
09.00 - 09.15 h Welcome & Introduction
 
09.15 - 10.15 h
GMPs and QA Oversight for Packaging Operations
	GMP requirements in the packaging unit
	Important Guidelines and standards
	QA Systems relevant for packaging operations
	Frequent inspection findings

10.15 - 10.20 h Short Break
 
10.20 - 11.30 h
General GMP requirements for Packaging Operations / Key Compliance Challenges for Packaging Operations
	Handling and storage of packaging materials
	Testing
	Stability issues
	Material storage, returned goods, quarantine
	Line Clearance
	Documentation practice
	Practical GMP aspects
	Good and bad practice

11.30 - 11.45 h Break
 
11.45 - 12.30 h

Quality and Compliance systems in the Packaging Plant
	Hygiene and Zone Concepts
	Material flow
	Line clearance procedure
	IPCs in the packaging process
	Documentation and control
	Handling of variable printing data

12.30 - 13.00 h
Q&A Session 1
 
13.00 - 14.00 h Break
 
14.00 - 15.00 h
Packaging of Highly Potent Products / Q&A Dynamic Session on Packaging (Tips & Problems)
	Cross Contamination – how to avoid it:		1 – dedicated vs multi product facility
	2 – production planning
	3 – cleaning procedures
	4 – people movement

	

15.30 - 15.30 h
Secondary Packaging (Interactive Session)
 
15.30 - 15.45 h Break
 
15.45 - 16.30 h
The Application of GxP in Packaging Supply
	Relevant ISO standards
	Introduction to British “GMP for Packaging Materials”: PS 9000:2016

16.30 - 17.00 h
Q&A Session 2
 
 
Programme Day 2
 
09.00 - 10.00 h
Packaging Facilities & Premises / GMP Design Aspects for Packaging Lines
	Requirements for the technical building equipment
	Zone Concepts for primary and secondary packaging
	Air-Lock concepts
	Hygiene
	HVAC
	Design criteria for blister machines, cartoners, labelers
	Differences to aseptic filling / packaging
	What is critical?
	What to write in an URS?

10.00 - 10.45 h
Reducing Risk through Supplier Auditing
	How much GMP must a supplier have?
	Practical audit aspects: what to examine?
	Qualification of suppliers

10.45 - 11.00 h
Qualification and Validation
	Equipment qualification
	Process validation
	Critical issues which have to be tested
	How to test?

11.45 - 12.15 h
Q&A Session 3
 
12.15 - 13.15 h Break
 
13.15 - 14.00 h
Serialization and Aggregation – How we implemented, what worked and what didn’t
	Challenges in the implementation phase
	Equipment qualification/ process validation
	Packaging material management
	Impact on the Supply Chain
	Handling of Failures / Deviations / Complaints

14.00 - 15.00 h
How to minimize Risk in Sterile Packaging
	What can go wrong in sterile packaging?
	How to minimize these incidents applying QRM principles.
	Aseptic filling and terminal sterilization:		Microbiological quality of the primary packaging components
	Media Fill
	Container Closure Integrity (CCI)

	

15.00 - 15.05 h Short Break
 
15.05 - 15.30 h
Q&A Session 4


    

  









      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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[image: icon]Weitere Termine vor Ort
Weitere Termine vor Ort nicht verfügbar

[image: icon]Weitere Termine online
Weitere Termine online nicht verfügbar
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Aufzeichnung nicht verfügbar








  	
	   
        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
	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
  
  
  




    

  


  
    Zurück
    
    Vorwärts
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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
  
  
  




    






    
      


              

                          
          
                                
                                
        

      
      
                        
            
              

	





  



    






        
  
      Quick Links
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                            Laden Sie die GMP Navigator App herunter
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