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1. MSG 001 IND 2024 0321 FI EN 14-06-2024 FI NOTIF

2. Finland

3A. Työ- ja elinkeinoministeriö
Työllisyys ja toimivat markkinat -osasto
PL 32
FI-00023 VALTIONEUVOSTO
Puhelin +358 29 504 7022
maaraykset.tekniset.tem@gov.fi

3B. Sosiaali- ja terveysministeriö
Turvallisuus ja terveys -osasto
PL 33
FI-00023 VALTIONEUVOSTO
Puhelin +358 295 16001
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4. 2024/0321/FI - X00M - GOODS AND MISCELLANEOUS PRODUCTS

5. Decree of the Ministry of Social Affairs and Health amending the Decree of the Ministry of Social Affairs and Health on
standards and notifications concerning tobacco and related products

6. Tobacco products, electronic cigarettes, refill containers, nicotine-containing liquids, liquids other than nicotine-
containing liquids for use in electronic cigarettes

7.

8. The Tobacco Act (549/2016) has been amended by Act xx/2024, which enters into force on [day] [month] 202x. A
definition of smokeless nicotine products which covers nicotine pouches and products closely resembling these was
added to the Act. Nicotine pouches also meet the definition of tobacco substitutes.

Under Section 29a of the Tobacco Act, the manufacturer or importer of a smokeless nicotine product must inform the
National Supervisory Authority for Welfare and Health (Valvira) in advance of products which it intends to start selling or
otherwise making available to consumers. Similarly, any significant changes to products must also be notified before the
product is offered for sale or otherwise made available to consumers. The notification shall include:

1) the name and contact details of the manufacturer, the legal or natural person responsible for the product in the EU,
and the importer of the product into the EU;
2) a list of all the ingredients contained in the product sorted by brand and type, and the quantities of ingredients;
3) toxicological data on the ingredients and emissions of the product, considering in particular their addictive effect;
4) information on the dosage and absorption of nicotine when the product is used under normal or reasonably
foreseeable conditions;
5) information stating that the manufacturer or importer bears full responsibility for the quality and safety of the product
when it is placed on the market and when it is used under normal or reasonably foreseeable conditions.

Under Section 29b of the Tobacco Act, manufacturers or importers of smokeless nicotine products must provide the
National Supervisory Authority for Welfare and Health (Valvira) annually with information on the sales volumes of
smokeless nicotine products by brand and type of product.

According to section 30, subsection 3 of the Tobacco Act, further provisions may be laid down by decree of the Ministry of
Social Affairs and Health on the manner and format for the submission of the information referred to in sections 26, 27,
29a and 29b and on the date of the submission of the information referred to in section 27; section 28, subsection 1; and
section 29b.

It is proposed to amend the Decree of the Ministry of Social Affairs and Health on standards and notifications concerning
tobacco and related products (592/2016) so that section 4 on the date of notification of studies and sales volumes would
include notifications of sales volumes for smokeless nicotine products. It is also proposed to add a new section 6b, which
would lay down the format for the notification of smokeless nicotine products.

9. It is proposed to add a new section 6b, which would lay down the format for the notification of nicotine products.

Smokeless nicotine products largely correspond to smokeless tobacco products in terms of their characteristics, but they
do not contain tobacco plant. Smokeless tobacco products may not be sold or otherwise supplied or brokered in Finland.
However, smokeless tobacco products are within the scope of the Tobacco Products Directive and the format for the
notification of their ingredients and sales volumes is laid down in Commission Implementing Decision (EU) 2015/2186
establishing a format for the submission and making available of information on tobacco products.
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In practice, the notifications laid down in the Tobacco Products Directive are made through the EU notification portal, the
EU Common Entry Gate (EU-CEG). The notification portal is also used to report products not covered by the Tobacco
Products Directive. The EU-CEG does not have a category of smokeless nicotine products, but the category of smokeless
tobacco products is never used in Finland due to the national sales ban. Given the close similarity between smokeless
nicotine products and smokeless tobacco products, it is logical that smokeless nicotine products should be notified as
smokeless tobacco products through the EU-CEG portal. The products are easy to identify on the notification portal, as no
further notifications will be made for Finland in this category due to the sales ban. The Czech Republic has also laid down
that notifications concerning nicotine pouches are to be made on the EU-CEG portal as smokeless tobacco products under
the sub-category tobacco products for oral use.

For the above reasons, it is proposed that the format for the notification of smokeless tobacco products, as provided for
in Commission Implementing Decision (EU) 2015/2186 establishing a format for the submission and making available of
information on tobacco products, should be used for the notification of smokeless nicotine products. On the basis of
section 6 of the Tobacco Act, the National Supervisory Authority for Welfare and Health (Valvira) may issue further
guidance on the notification of smokeless nicotine products.

10. Basic text references: The basic texts have been provided in connection with an earlier notification:
2024/0210/FI

11. No

12.

13. No

14. No

15. Yes

16.
TBT aspects:
The draft is a technical regulation or a conformity assessment

SPS aspects: No
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