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    Abstract
Background Plasma rich in growth factors (PRGF-Endoret) is an autologous platelet enriched plasma that has been standardised for ophthalmic application. In the past years, PRGF-Endoret has been successfully used like an eye drop for the treatment of a wide range of ocular surface diseases, including dry eye, persistent corneal epithelial defects and ulcers. Current classification of autologous plasma derivatives such as human medicines imply that it has to meet all the requirements of ophthalmic preparations.

Purpose To assess the galenic properties of the PRGF eye drops and its compliance with European Pharmacopoeia requirements.

Material and methods Eye drops were obtained using the PRGF-Endoret ophthalmology kit. Briefly, blood was collected into 9 mL tubes, centrifuged at 580 g, plasma column was drawn off avoiding the buffy coat and incubated at 37°C with CaCl2. Supernatants were collected, filtered and aliquoted in single dose containers. Eye drops were kept fresh or stored at −20°C for 3 months. Aseptic process simulations (Media Fill) were performed using tryptic soy broth (TSB) to 6 batches. The samples were incubated for 14 days and inspected for microbial growth. A growth promotion test was done. Deliverable volume test was applied to 5 single dose containers. Oat-Water tightness test was done in two batches in duplicate with a toluidine solution and applying a vacuum for 10 min. pH and osmolarity were assessed in fresh samples and after freezing for 3 months.

Results In the media fill all units were negative for growth. In the growth promotion test, growth of all the microorganisms was clearly seen. The volume of each container was within the range of 95–110%. In the first batch, no toluidine was detected inside the vials or the caps. In the second batch, only one vial had a shadow of toluidine inside the cap. pH and osmolarity values were slightly modified after freezing. Eye drops were clear and free from particles.

Conclusion The PRGF-Endoret method was aseptic
The water tightness of the vials was correct, and the deliverable volume corresponded with the nominal volume. pH and osmolarity remained constant during the whole period. We can affirm that PRGF-Endoret meets the European Pharmacopoeia requirements and their galenic properties.
Conflict of interest:
Corporate sponsored research or other substantive relationships: EA is the scientific director of BTI, and GO and FM are scientists at BTI.





  


  
  



  
      
  
  
    


  



  


  
  



  
      
  
  
    https://doi.org/10.1136/ejhpharm-2017-000640.453

  


  
  



  
        Statistics from Altmetric.com

    
  
  
    
  


  
  



  
      
  
  
    


  


  
  



  
        Request Permissions

    
  
  
    If you wish to reuse any or all of this article please use the link below which will take you to the Copyright Clearance Center’s RightsLink service. You will be able to get a quick price and instant permission to reuse the content in many different ways.

  


  
  



  
        

    
  
  
    
  


  
  



  
      
  
  
    


  


  
  



  
      
  
  
    

  


  
  



  
        Read the full text or download the PDF:

    
  
  
    
  
    
  
    
    
      
        
  
      
  
  
      


  
  



      

    


    
      
        
  
      
  
  
    Subscribe  


  
  



      

    

    
    
      
        
  
      
  
  
    Log in   


  
  



  
      
  
  
    
  
    
  
      
  
  
    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?




  


  
  



  



  


  
  



      

    

  
  
   
  
    



  


  
  



  





  


  
  



  
        Read the full text or download the PDF:

    
  
  
    
  
    
  
    
    
      
        
  
      
  
  
      


  
  



      

    


    
      
        
  
      
  
  
    Subscribe  


  
  



      

    

    
    
      
        
  
      
  
  
    Log in   


  
  



  
      
  
  
    
  
    
  
      
  
  
    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?




  


  
  



  



  


  
  



      

    

  
  
   
  
    



  


  
  



      

      
    

    
    
      
        
  
      
  
  
      


  
  



      

    

  
  
   
    
    
    
      
        
  
      
  
  
    
  
      
  
     
          

          

          

          

          




  


  
  



      

    

  
  
   
  


  



  

          

        


        
        
      

    

   

 


    
    
      
          
    

    
  
    
  
    
  
      
  
  
    	[image: European Association of Hospital Pharmacists]

  


  
  



  



  



  

      

    

  
    
    
      
          
    

    
  
    
  	Content	Latest content
	Current issue
	Archive
	Browse by collection
	Most read articles
	Responses
	Top Cited Articles


	Journal	About
	Editorial board
	Sign up for email alerts
	Subscribe
	EAHP learning modules
	Thank you to our reviewers


	Authors	Instructions for authors
	Submit an article
	Editorial policies
	Open Access at BMJ
	BMJ Author Hub


	Help	Contact us
	Reprints
	Permissions
	Advertising
	Feedback form





  



  

      
            
        
            
    

    
  
    
  
    
  
      
  
  
    	 RSS
	 Twitter
	 Facebook
	 Soundcloud

  


  
  



  



  



  

        
      

          

  
      
    
      
    

    
      
        	Website Terms & Conditions
	Privacy & Cookies
	Contact BMJ


        
        Cookie Settings
        
        Online ISSN: 2047-9964

        Copyright © 2023 European Association of Hospital Pharmacy. All rights reserved.

      

    

  
      
    
        
    

    
  
    
  
    
  
      
  
  
    


  



  


  
  



  



  



  

    

  

  
  


