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1. MSG 001 IND 2025 0680 FI EN 12-11-2025 FI NOTIF

2. Finland

3A. Tydllisyys ja toimivat markkinat -osasto
PL 32

F1-00023 VALTIONEUVOSTO

Puhelin +358 29 504 7092
maaraykset.tekniset.tem@gov.fi

3B. Sosiaali- ja terveysministerid
Turvallisuus ja terveys -osasto

PL 33

F1-00023 Valtioneuvosto

Puhelin +358 2951 63713
yhteyshenkild: elina.kotovirta@gov fi

4. 2025/0680/FI - COOC - CHEMICALS

5. Government Decree amending the Government Decree on narcotic substances, preparations and plants



One new substance, zuranolone, is classified as a narcotic.

6. Tsuranoloni (Zuranolone)

IUPAC name: 1-[2-[(3R,5R,8R,9R,10S,138S,14S,17S)-3-hydroxy-3,13-dimethyl-2,4,5,6,7,8,9,10,11,12,14,15,
16,17-tetra-deca-hydro-1H-cyclopenta[a]phenanthren-17-yl]-2-oxoethyl]pyrazole-4-carbonitrile (engl.)

CAS number: 1632051-40-1

8. As a new substance, zuranolone has been approved for medicinal use in Finland and elsewhere in
Europe in autumn 2025 (Zurzuvae). Zuranolone has been in medicinal use in the United States since 2023.

Finland intends to define this substance as a narcotic in accordance with the Narcotics Act (373/2008); as a
result, the manufacture, import, export, sale and possession, among other actions, of the substance without
a separate permit from the Finnish Medicines Agency will be prohibited.

Zuranolone is a new medicinal product and a potent positive allosteric modulator of the gamma-aminobutyric
acid A

(GABAA) receptor. The medicinal product containing zuranolone has been authorised in the EU and Finland
on 17 September 2025 and is intended for use in adults for the treatment of postpartum depression after
childbirth. There are studies on the properties of zuranolone, and it has been used as a medicine since 2023
in the United States. The potential for substance misuse has been identified and, estimated to be similar to
that of benzodiazepines when used in medicinal products. This is a new active substance for which misuse
has not been observed.

Its classification as a narcotic will affect legitimate operators because medicinal products containing
zuranolone will be subject to an import authorisation requirement. In addition, the classification entails
additional obligations concerning the record keeping, storage and disposal of such medicinal products.

9. Zuranolone is a medicinal product within the meaning of Section 3 of the Medicines Act, which is currently
not controlled under the Narcotics Act in Finland. Zuranolone is both used as a medical product and
controlled as a narcotic drug in countries such as the United States, Germany and the United Kingdom.

Zuranolone acts similarly to benzodiazepines and has a similar potential for abuse. If the substance is
subject to control, it may become an attractive alternative for users of controlled benzodiazepine medicinal
products. The potential for abuse together with other agents acting on central nervous system poses a risk,
especially in polysubstance use.

Based on the information gathered about the substance, the Finnish Medicines Agency concludes that the
substance should, due to its properties and the severe adverse effects caused by them, be added to the

Government Decree (543/2008) on substances, plants and products to be classified as narcotics (Annex V).

10. Basic text references:



11. Yes

12. Protection of public health. The substance must be classified as a narcotic because there is a potential
user base for abuse. When abused, the health risks of the substance are comparable to other
benzodiazepines already on the narcotics list. The substance has not yet been observed on the illegal
market. Based on the mechanism of action, it is expected that the substance can either be diverted to or will
be directly manufactured for misuse. Zuranolone has been granted a marketing authorisation in the EU, and
the processes for legal operators are facilitated by the fact that the classification of the substance as a
narcotic is clear before it can be used as a medicine in Finland.

13. No
14. No
15. Yes

16.
TBT aspects: No

SPS aspects: No
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