
CONFORMITY OF PREPARATION’S BATCH FILE :  
AN INTERNAL AUDIT 

BACKGROUND Around 3000 preparations are performed each year at 
the Lapeyronie Hospital preparatory. For each preparation, a batch file 
(BF) is created and collects prescription medical, manufacturing and 
labeling sheet, control and batch release sheet. 

PURPOSE Since the publication of the French Good Manufacturing 
Practice in 2007, a process of quality improvement has been 
implemented. An internal audit of all 2011' BF has been conducted to 
evaluate the non conformity rate.  
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CONCLUSION  Following this audit, correctives actions were set up : improve the pharmacists knowledge 
on importance of the pharmaceutical validation of prescriptions, and remind the chemist's assistant the 
importance of dual control before and during preparation. Nevertheless, there is a progression of the 
conformity rate between these two audits, pointing out the impact of corrective actions. 

RESULTS 

MATERIALS AND METHODS An internal control questionnaire 
evaluating different criteria has been developed by the pharmacist, 
and filled up by students and residents for each BF.  
The results were compared with a previous 2010 study.  

1206 of 2858 batch file non conform  

42% 
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