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Abstract: Pharmaceutical products, owing to their sensitive nature and direct connection to public health,
are subject to a strict legislative and regulatory framework imposing specific requirements relating to
efficacy, safety, licensing, and scientific qualification. This places them outside the scope of activities
lawfully open to a self-employed entrepreneur (auto-entrepreneur) under this recently established legal
regime designed to Foster individual initiative. This study highlights the legislative specificity
characterizing pharmaceutical products and its impact on delimiting the functional boundaries of the auto-
entrepreneur's activity, by examining the tension between the flexibility of this regime intended to
simplify commercial and craft activities and the stringency of pharmaceutical legislation, which requires
professional and technical qualifications incompatible with its simplified nature.

Keywords: Pharmaceutical, Self-Employed Entrepreneur (Auto-Entrepreneur), Regulation, Health,
Legislation, Licensing
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