
    
      Skip to main content
    

        
      
    
  
    
  
    
  
                
    
      
  
    
  
        Main menu

    
  
  
    
  
    
  
      
  
  
    
  	Home
	Content	Current Issue
	Past Issues
	Accepted Articles
	Email Alerts
	RSS
	Terms of Use


	About PDA JPST	JPST Editors and Editorial Board
	About/Vision/Mission
	Paper of the Year


	Author & Reviewer Resources	Author Resources / Submit
	Reviewer Resources


	JPST Access and Subscriptions	PDA Members
	Institutional Subscriptions
	Nonmember Access


	Support	Join PDA
	Contact
	Feedback
	Advertising
	CiteTrack





  


  
  



  
      
  
  
    
  	.	Visit PDA
	PDA Letter
	Technical Reports
	news uPDATe
	Bookstore





  


  
  



  



  


  
  


  
        User menu

    
  
  
    
  
    
  
      
  
  
    
  	Register
	Subscribe
	My alerts
	Log in
	 My Cart



  


  
  



  
      
  
  
    
  


  
  



  



  


  
  


  
        Search

    
  
  
    
  
    
  
      
  
  
    
  Search for this keyword 
 







  


  
  



  
      
  
  
    	Advanced search

  


  
  



  



  


  
  




  



    

  



  
                
    
      
  
    
  
      
  
  
    [image: PDA Journal of Pharmaceutical Science and Technology]  


  
  



  



    

  


  


  


  
      
  	    
  
    
  
                
    
      	.	Visit PDA
	PDA Letter
	Technical Reports
	news uPDATe
	Bookstore




    

  


  



  
    
  
                
    
      
  
    
  
      
  
  
    
  


  
  


  
      
  
  
    	Register
	Subscribe
	My alerts
	Log in
	 My Cart

  


  
  



  



    

  


  


  


  
  
    
  
    
  
                
    
      
  
    
  
      
  
  
    
  
      
  
    




 


  




  


  
  



  



    

  


  


  


  
  
    
  
        
            
        [image: PDA Journal of Pharmaceutical Science and Technology]      

                

          



  
    
  
                
    
      
  
    
  
      
  
  
    
  Search for this keyword 
 







  


  
  



  
      
  
  
    Advanced Search
  


  
  



  



    

  


  


  

  
  
    
  
        
  
                
    
      	Home
	Content	Current Issue
	Past Issues
	Accepted Articles
	Email Alerts
	RSS
	Terms of Use


	About PDA JPST	JPST Editors and Editorial Board
	About/Vision/Mission
	Paper of the Year


	Author & Reviewer Resources	Author Resources / Submit
	Reviewer Resources


	JPST Access and Subscriptions	PDA Members
	Institutional Subscriptions
	Nonmember Access


	Support	Join PDA
	Contact
	Feedback
	Advertising
	CiteTrack




    

  



  
                
    
      	 Follow pda on Twitter
	 Visit PDA on LinkedIn
	 Visit pda on Facebook

    

  


  



  

  
  
  	      

    
      
    
      
        
    
  
    
                        
  
                
    
      
	  
		
		
			
			  
  
      
  
  
    
  
  
      Research ArticleRESEARCH

  
      

  
      Pharmaceutical Development of a Parenteral Lyophilised Dosage Form for the Novel Anticancer Agent C1311
  
    	Monique W. J. Den Brok, Bastiaan Nuijen, J. Jantina Kettenes-Van Den Bosch, M. J. Van Steenbergen, Josie N. Buluran, Michael D. Harvey, Charles K. Grieshaber and Jos H. Beijnen

  
    	PDA Journal of Pharmaceutical Science and Technology September 2005,  59 (5) 285-297; 

  
  
  


Monique W. J. Den Brok 
	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site
	For correspondence: 
apmbk@slz.nl


Bastiaan Nuijen 
	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site


J. Jantina Kettenes-Van Den Bosch 
	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site


M. J. Van Steenbergen 
	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site


Josie N. Buluran 
	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site


Michael D. Harvey 
	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site


Charles K. Grieshaber 
	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site


Jos H. Beijnen 
	Find this author on Google Scholar
	Find this author on PubMed
	Search for this author on this site




  


  
  



			

		

	
	
 	
	  
  
		
		
			
			  
  
      
  
  
    	Article
	References
	Info & Metrics
	 PDF


  


  
  



  
      
  
  
    [image: Loading]

  
    
  
      
  
  
    Abstract

C1311 (5-[[2-(diethylamino)ethyl]amino]-8-hydroxyimidazo [4,5,1-de]-acridin-6-one-dihydrochloride trihydrate) is the lead compound from the group of imidazoacridinones, a novel group of rationally designed anticancer agents. C1311 shows significant cytotoxic activity in vitro and in vivo toward a range of colon tumours. The aim of the present study is to develop a sterile and stable, injectable pharmaceutical product for C1311 to be used in phase I clinical trials. C1311 drug substance was structurally and analytically characterised by chromatographic, spectrometric, and diffraction techniques. C1311 was freely soluble in water, and its stability was investigated in several liquid and lyophilised formulations with or without the use of buffering, tonicity, and bulking agents. The final product, containing 100 mg/vial C1311 (as anhydrous free base), was stable for at least 3 months under accelerated storage conditions and at the designated long-term storage condition of 5 ± 3 °C in the dark. The drug is currently used in phase I clinical trials.
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