





    
  Skip to main content
  




  

    

      
        
          
              
    

    
  
    
  
    
  
      
  
  
    


  



  


  
  



  



  



  

          

        

      


      
        
              

      
        
          
                       

         

      

     
    
      
        
          [image: BMJ Journals]

                  

      

      
                  
            
                
    

    
  
    	Subscribe
	Log In 
More
	

    
  
    
  
    
  
      
  
  
    Log in via Institution
Log in via OpenAthens
Log in via EAHP  


  
  



  
      
  
  
    Log in using your username and password

 For personal accounts OR managers of institutional accounts



  Username *
 



  Password *
 




Forgot your log in details?Register a new account?

Forgot your user name or password?




  


  
  



  



  






	Basket 
	Search 
More
	

    
  
    
  
    
  
      
  
  
    
  Search for this keyword 
 






  


  
  



  
      
  
  
    Advanced search  


  
  



  



  







  



  

            

          

                

    
        
      
                [image: European Journal of Hospital Pharmacy]
      

            
          
    

    
  
    	Latest content
	Current issue
	Archive
	Authors
	About

  





    
  
    
  
    
  
        

    
  
  
    
  
    
  
      
  
  
    
  Search for this keyword 
 






  


  
  



  
      
  
  
    Advanced search  


  
  



  



  


  
  


  
        

    
  
  
    	 Close
More
	

    
  
    
  
    
  
        Main menu

    
  
  
    
  	Latest content
	Current issue
	Archive
	Authors
	About



  


  
  



  



  






	Subscribe
	Log in 
More
	

    
  
    
  
    
  
      
  
  
    Log in via Institution
Log in via OpenAthens
Log in via EAHP  


  
  



  
      
  
  
    Log in using your username and password

 For personal accounts OR managers of institutional accounts



  Username *
 



  Password *
 




Forgot your log in details?Register a new account?

Forgot your user name or password?




  


  
  



  



  






	BMJ Journals

  


  
  




  



  



  

      

          

          
  
        
      
        
          You are here
	Home
	Archive
	Volume 19, Issue 2 
	Quality in pharmaceutical compounding for paediatric patients


        

       
      
          
            Email alerts
          
        

      

          

            
          
        
          
            
                                                                                                  
    

    
  
    
    
    
    
      
        
  
      
  
  
    
    
  
    
    
      
        
  
      
  
  
    Article Text
  


  
  



      

    

    
    
      
        
  
      
  
  
    Article menu 
  


  
  



      

    

  
  
   
  
  


  


  
  



      

    

  
  
   
    
  
    
    
      
        
  
      
  
  
    	Article 
Text
	Article 
info
	Citation 
Tools
	Share
	Rapid Responses
	Article 
metrics
	Alerts


  


  
  



      

    

    
    
      
        
  
      
  
  
    [image: Download PDF]PDF  


  
  



  
      
  
  
    Abstracts


  


  
  



  
      
  
  
    General and Risk Management, Patient Safety (including: medication errors, quality control)


  


  
  



  
      
  
  
    
      Quality in pharmaceutical compounding for paediatric patients
        
  

  


  
  



  
      
  
  
    [image: Loading]

  
    
  
      
  
  
    	M. Raffl

	[bookmark: aff-1]1AKh Linz, Anstaltsapotheke, Linz, Austria





  


  
  



  
      
  
  
    Abstract



Background Licensed medicines for children are rare. Pharmacy preparation plays a crucial role in this vulnerable patient group but its quality must be assessed carefully. Our hospital pharmacy prepares various capsules for children by crushing and diluting licensed products. For the requested low concentrations, high and sometimes serial dilutions are necessary. The authors follow good pharmacy practice and use uniformity of mass as our routine quality control.





Purpose This study was conducted to assess the quality of our children's capsules and therefore contribute to patient safety. Specifically, the authors investigated the feasibility and quality of our dilutions and to see if conformity of mass was sufficient as a single routine quality check.





Materials and methods Simulating standard concentrations, procedures and quantities, sample NaCl capsules were produced by each member of the production team.

The capsules were analysed for uniformity of mass and content according to PH.EUR.6.

Means, minimum and maximum values (in % of the labelled concentration) were identified.





Results 22 samples, each containing 50 capsules of either 0.1 mg or 1 mg were produced. All samples met the PH. EUR. requirements for uniformity of mass. As for content: of the 0.1 mg group (n=11), 2 (18%) met PH. EUR. criteria, 2 (18%) required further analysis and 7 (64%) failed. The average content was 83.5% (53.1%-105.5%) of the labelled concentration. In the 1 mg group (N=11), 3 (27%) conformed to the PH. EUR. criteria, 3 (27%) were eligible for further analysis and 5 (46%) did not meet the criteria. The average content was 86.1% (78.1%–95.3%) of the labelled concentration.





Conclusions Our study indicates that a routine check of conformity of mass is not sufficient for quality assurance of our preparations. It also showed that the dilutions do not seem to result in acceptable concentration ranges in the capsules. A re-evaluation of the products and our production methods is planned.
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