Parallel import of a medicinal product
Abstract

Thesis focuses on the distribution of medicinal products within the European Union,
with particular emphasis on the parallel import of medicinal products. It examines the legal
framework governing this sector and the various regulatory approaches adopted at both the
national and European levels. The analysis considers the perspective of national governments,
which regulate the market through legislative instruments, as well as that of pharmaceutical
manufacturers and distributors, who face internal market restrictions and competition. Special
attention is also given to the role of the European Union, which primarily regulates this sector
through the case law of the Court of Justice of the European Union.

The thesis begins by defining the basic concepts of the pharmaceutical market and
explaining key terms and institutions involved in this sector. Particular emphasis is placed on
the definition of a medicinal product, its classification, marketing authorisation procedures, and
methods of distribution. This section also explores the influence of the European Union on both
national and EU pharmaceutical legislation.

Subsequent chapters focus on the process of marketing authorisation of medicinal
products, which is a prerequisite for their market entry. The thesis describes both national and
European registration procedures, including centralized, decentralized, and mutual recognition
procedures. Specific attention is paid to the particular aspects in this context of parallel import.

The core chapters of the thesis provide a detailed analysis of the parallel import process
in the Czech Republic and within the EU. The current legal framework, the marketing
authorisation process, requirements for labeling, repackaging and patient information, and
administrative practices examined. Furthermore, the thesis analyzes the relevant case law of the
Court of Justice of the EU, which constitutes the principal legal framework governing cross-
border trade in medicinal products.

The thesis also identifies practical challenges associated with parallel import, including
risks related to the safety and quality of medicinal products, shortages, illegal exports,
inconsistencies in information provided to patients and healthcare professionals, and potential
infringements of trademark rights. Additionally, the economic implications of parallel import
and its impact on national healthcare systems are discussed.

The final section of the thesis summarizes the main findings and provides

recommendations for the future development of the legal framework governing parallel import.



It highlights the need to enhance transparency and strengthen control mechanisms throughout

the entire distribution chain.
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