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2. Finland
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4.2026/0305/FI - C10P - Pharmaceuticals

5. Draft Government Decree amending the Government Decree on mandatory stockpiling of medicinal
products

6. Medicinal products

8. It is proposed to amend the Government Decree on mandatory stockpiling of medicinal products. It is
proposed to update the list of medicinal products covered by the obligation. Furthermore, it is proposed that
the requirement for an auditor’s certificate be replaced by a requirement for a declaration from a director with
executive responsibility or another person in a similar position. The Finnish Medicines Agency would be
allowed to exempt the National Institute for Health and Welfare from the stockpiling obligation.

9. The objective is to ensure that the mandatory stockpiling of medicinal products continues to effectively
secure the availability and security of supply of medicinal products. The objective is to have a flexible,
balanced and up-to-date stockpiling system.

9a. The purpose of this regulation is to safeguard access to medicinal products and use thereof when it has
become more difficult or impossible to provide medicinal products than normal. Expert and official knowledge
has been drawn upon to prepare this document. Specifically, the proposal to update the List of Medicinal
Products in the Decree contributes to the achievement of this objective.

9b. The proposed amendments do not have a significant impact on the internal market. Under existing
legislation, the mandatory stockpile of medicinal products must be located in Finland. Statutory stockpiling
ensures the security of supply of medicinal products more effectively than a system based on voluntary
participation, for example. It is therefore necessary to consider mandatory stockpiling as a necessary
measure to ensure the security of supply of medicinal products.

9c. The proposed amendments to the legislation on mandatory stockpiling of medicinal products are
proportionate to the interest pursued. The Government Proposal examines the relationship between
regulation and the free movement of goods. In this regulatory context, the pursued interest must be
considered more important than the potential effects on the internal market. The failure to adequately
safeguard the security of the supply of medicinal products is detrimental in light of its potential impact on the
internal market.

10. Basic text references: The basic texts have been provided in connection with an earlier notification:
2026/0304/FI

11. No

12.



13. No

14. No

15. Yes

16.
TBT aspects: No

SPS aspects: No

*kkkkkkkkk

European Commission
Contact point Directive (EU) 2015/1535
email: grow-dir2015-1535-central@ec.europa.eu



