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            GMP refers to the Good Manufacturing Practice regulations promulgated by the US Food and Drug Administration under the authority of the Federal Food, Drug, and Cosmetic Act (See Chapter IV for food, and Chapter V, Subchapters  A, B, C, D, and E  for drugs and devices.) These regulations, which have the force of law, require that manufacturers, processors, and packagers of drugs, medical devices, some food, and blood take proactive steps to ensure that their products are safe, pure, and effective.


GMP regulations require a quality approach to manufacturing, enabling companies to minimize or eliminate instances of contamination, mixups, and errors.  This protects the consumer from purchasing a product which is not effective or even dangerous. Failure of firms to comply with GMP regulations can result in very serious consequences including recall, seizure, fines, and jail time.


GMP regulations address issues including record keeping, personnel qualifications, sanitation, cleanliness, equipment verification, process validation, and complaint handling. Most GMP requirements are very general and open-ended, allowing each manufacturer to decide individually how to best implement the necessary controls. This provides much flexibility, but also requires that the manufacturer interpret the requirements in a manner which makes sense for each individual business.


GMP is also sometimes referred to as "cGMP". The "c" stands for "current," reminding manufacturers that they must employ technologies and systems which are up-to-date in order to comply with the regulation. Systems and equipment used to prevent contamination, mixups, and errors, which may have been first-rate 20 years ago may be less than adequate by current standards.
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See Also:


	EMA's GMP/GDP Compliance
	US FDA's Facts About Current Good Manufacturing Practices (cGMPs)
	ISPE offers education and training, as well as on-site training to help professionals and organizations comply with all aspects of GMP. Read the GMP Regulations




      

  




    
    


  
    

  
          

    
    


  


          
        

        
            
    
      
  
    

  
          
              	
        GMP Resources
              
	
        Resources by Country
              
	
        Regulations & Preambles
              
	
        Guidelines
              
	
        Audits
              


  


    
    


    

  


          
          

  
    
      
  
    

  
          
        



    
    


  
    

  
          
        



    
    


    

  


        

      


      
              
            

  
    
  
    

  
          
            
Initiatives & Programs A to Z


	Advancing Pharmaceutical Quality
	Drug Shortages 
	Enabling Pharmaceutical Innovation
	Facility of the Year
	GAMP®
	Good Manufacturing Practice
	ISPE Foundation
	ISPE in Europe
	Pharma 4.0™
	Product Quality Lifecycle Implementation
	Regulatory
	Regulatory Digest Newsletter
	Women in Pharma®




      

    
    


  
    

  
          
            



      

    
    


  


        

      
      
                
          
            
              
                
                  Copyright  © 2024  

                

                                  
                    

  
    
            
  Footer menu

  

        
              	
        Contact Us
              
	
        Subscribe
              
	
        FAQs
              
	
        Media Kit
              
	
        Terms of Use
              
	
        Privacy Policy
              
	
        Site Map
              


  


  

  


                  

                  

                              


                              
                  

  
    
  
    

  
            

  	
              
    Facebook
  
      
	
              
    Linkedin
  
      
	
              
    Twitter
  
      
	
              
    Youtube
  
      
	
              
    Mail2
  
      





    
    


  


                

                

                          

          

        

      
      

    

  




  











