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1.  Annex 16 to the EU Guide to Good 
Manufaoturing Practice Certification by a Qualified 
Person and Batch Release-[online]-July 2001; 
http://ec.europa.eu/health/files/eudralex/vol-4/
pdfs-m/v4 an16200408 enpdf

2.  Gross R.  Zinti  D. Qualif ied Person in 
Arzneimitrelgesetz nach der [online] 14. AMG-
Novelle-July 2005; http://www.arzneimittel-und-
recht.de/06 online/online-bericht gross.htm
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