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Summary. This publication provides an overview of the requirements of 
the Commission Guidelines on Good Distribution Practice of Medicinal Prod-
ucts for Human Use, focusing on new aspects of the updated GDP regulations 
and their role in improvement of supply of medicinal products. Comparison of 
Guidelines on Good Distribution Practice of Medicinal Products for Human 
Use 94/63/03 with the Commission Guidelines on Good Distribution Practice 
of Medicinal Products for Human Use has shown that the new manual 
contains more details regarding maintaining the quality of medicines in all 
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aspects – personnel management, premises and equipment, documentation; 
complaints; self-inspections and transport. At the same time there are some 
significant improvements in terms of quality management. Admittedly, these 
advanced and more detailed requirements for GDP will implement the EU 
policy of strict control and prevention of distribution of counterfeit medicines in 
any Member State. 

Key words: Good Distribution Practice, European Union, medicinal products, 
quality management 
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