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Public consultation  

Commission Guidelines on Good Distribution Practice of Medicinal 
Products for Human Use  

 
 
FROM :  STALLERGENES S.A. 
TO :   SANCO-gmp@ec.europa.eu  
   ADM-GMDP@ema.europa.eu 
 
OBJECT:  Comment on the Commission Guidelines on Good Distribution Practice draft  

(SANCO/C8/AM/an D(2010) 380358) 
 
Page 21, paragraphe 6.9 point ii) medicinal products returns from a customer not holding a wholesale 
distribution authorisation should only be returned to saleable stock if they were returned within five 
days of original dispatch; 
 
Instead of a fixed delay of five days our laboratory suggests to write “within the shorter delay 
calculated on the basis of the product risk analysis”.  
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