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Forwarding of a detailed opinion received by a Member State (Romania) (article 6, paragraph 2, second indent of
Directive (EU) 2015/1535). This detailed opinion extends the standstill period until 25-08-2025.

Detailed opinion - Avis circonstancié - Ausflhrliche Stellungnahme - NMoapo6Ho cTaHoBuLLe - Podrobné stanovisko -
Udfarlig udtalelse - Euneplotatwyévn yvwun - Dictamen circunstanciado - Uksikasjalik arvamus - Yksityiskohtainen
lausunto - Detaljno misljenje - Részletes vélemény - Parere circostanziato - ISsamiai iSdéstyta nuomoné - Siki izstradats
atzinums - Opinjoni dettaljata - Uitvoerig gemotiveerde mening - Opinia szczeg6towa - Parecer circunstanciado - Aviz
detaliat - Podrobné stanovisko - Podrobno mnenje - Detaljerat yttrande

Extends the time limit of the status quo until 25-08-2025. - Prolonge le délai de statu quo jusqu'au 25-08-2025.- Die
Laufzeit des Status quo wird verlangert bis 25-08-2025.- Yab/i>kaBaHe Ha KpallHUS CPOK Ha CTaTykBoTO A0 25-08-2025. -
Prodluzuje Ihlitu soucasného stavu do 25-08-2025. - Fristen for status quo forleenges til 25-08-2025. - Mapatelvel TV
npobeapia touv status quo 25-08-2025. - Amplia el plazo de statu quo hasta 25-08-2025. - Praeguse olukorra tahtaega
pikendatakse kuni 25-08-2025. - Jatkaa status quon maaraaikaa 25-08-2025 asti. - Produzuje se vremensko ograni¢enje
statusa quo do 25-08-2025. - Meghosszabbitja a kordbbi allapot hataridejét 25-08-2025-ig. - Proroga il termine dello
status quo fino al 25-08-2025. - Status quo terminas pratesiamas iki 25-08-2025. - Pagarina “status quo” laika periodu
lidz 25-08-2025. - Jestendi t-terminu tal-istatus quo sa 25-08-2025. - De status-quoperiode wordt verlengd tot
25-08-2025. - Przedtuzenie status quo do 25-08-2025. - Prolonga o prazo do statu quo até 25-08-2025. - Prelungeste
termenul status quo-ului pana la 25-08-2025. - PredlZuje sa lehota sti¢asného stavu do 25-08-2025. - PodaljSa rok
nespremenjenega stanja do 25-08-2025. - Férlanger tiden for status quo fram till 25-08-2025.

The Commission received this detailed opinion on the 30-04-2025. - La Commission a recu cet avis circonstancié le
30-04-2025. - Die Kommission hat diese ausfihrliche Stellungnahme am 30-04-2025 empfangen. - Komucusta nonaydn
HaCcToAWOTO NoApPobHO cTaHoBULLE 0THOCHO 30-04-2025. - Komise obdrzela toto podrobné stanovisko dne 30-04-2025. -
Kommissionen modtog denne udfgrlige udtalelse den 30-04-2025. - H Enttponr €AaBe auTr TNV EUMEPLOTATWHEYN YVWHN
0TL¢ 30-04-2025. - La Comisidn recibi6 el dictamen circunstanciado el 30-04-2025. - Komisjon sai (iksikasjaliku arvamuse
30-04-2025. - Komissio sai taman yksityiskohtaisen lausunnon 30-04-2025. - Komisija je zaprimila ovo detaljno misljenje
dana 30-04-2025. - A Bizottsag 30-04-2025-an/-én kapta meg ezt a részletes véleményt. - La Commissione ha ricevuto il
parere circostanziato il 30-04-2025. - Komisija gavo Sig iSsamiai iSdéstytg nuomone 30-04-2025. - Komisija sanéma 5o siki
izstradato atzinumu 30-04-2025. - Il-Kkummissjoni rceviet din l-opinjoni dettaljata dwar il-30-04-2025. - De Commissie
heeft deze uitvoerig gemotiveerde mening op 30-04-2025 ontvangen. - Komisja otrzymata te opinie szczegdétowa w dniu
30-04-2025. - A Comissao recebeu o presente parecer circunstanciado em 30-04-2025. - Comisia a primit avizul detaliat
privind 30-04-2025. - Komisia dostala toto podrobné stanovisko dria 30-04-2025. - Komisija je to podrobno mnenje prejela
dne 30-04-2025. - Kommissionen mottog detta detaljerade yttrande om 30-04-2025. - Fuair an Coimisidin an tuairim
mhionsonraithe sin maidir le 30-04-2025.
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4.2025/0110/FR - XOOM - GOODS AND MISCELLANEOUS PRODUCTS
5. article 6, paragraph 2, second indent of Directive (EU) 2015/1535

6. The draft notified by France prohibits the production, manufacture, transport, import, export, possession, offering,
transfer, purchase, distribution, and use of oral nicotine products on its territory. This draft infringes the principle of the
free movement of goods laid down in Article 34 of the TFEU. The ban on the marketing of nicotine pouches in France
creates trade barriers and fragments the market, violating the principle of mutual recognition governed by Regulation
(EU) 2019/515, since these products are legally marketed in other Member States, including Romania. Furthermore,
France does not provide justifications based on overriding reasons of public interest as defined by the case-law of the
CJEU, as required under Article 36 of the TFEU. The measure proposed by France does not meet the exemption conditions
set out in Article 36 of the TFEU, namely: that it must be appropriate for achieving the intended objective and must not
go beyond what is necessary to attain that objective.

Prohibiting the marketing of regulated products in other Member States fragments the market and creates barriers to
trade in the Single Market. France has not demonstrated that the restriction is justified in accordance with Article 36 of
the TFEU. The adopted measure lacks a scientific basis and could therefore lead to serious distortions of competition and
negatively impact economic operators legally operating in this sector, including those from Romania.

The public health impact of such a ban is questionable, especially given that other nicotine products, particularly
combustible tobacco, remain available on the French market. The draft discriminates against nicotine pouches compared
to other nicotine products that remain legal in France (e.qg., traditional cigarettes or e-cigarettes), without providing an
objective justification. This differentiation between comparable products contravenes the principle of equal treatment, as
established by the case-law of the Court of Justice of the European Union.

The French authorities do not provide solid evidence that nicotine pouches pose a significant risk to public health. So far,
no scientific studies have been presented demonstrating that nicotine pouches promote addiction or the use of illicit
substances.

Moreover, nicotine pouches represent a lower-risk alternative to traditional cigarettes and can contribute to smoking
reduction.

According to Article 114 of the TFEU, Member States cannot adopt national measures stricter than those stipulated in
harmonized EU directives, especially in areas where legislation has already been harmonized at the EU level. A measure
can only be justified if it is proportionate to the pursued objective.

If the objective is the protection of minors and the prevention of addiction, France could propose alternative, balanced,
and proportionate measures in relation to that objective, which would ensure a high level of human health protection
without creating barriers to trade.

Thus, an alternative measure could be the prohibition of sales to minors, which Romania implemented in 2024, and/or
the imposition of a maximum nicotine level of 20 mg/pouch.

Regulating nicotine pouches, instead of imposing a total ban, would have a far lesser impact on trade between EU
Member States while still meeting public health objectives.

The measure imposed by France through the notified draft prevents the regulation of nicotine pouches at EU level, which
the European Commission intends to undertake during the review of the TPD. Adopting a unilateral ban would disrupt this
EU-level review process and create divergent legal regimes that affect the functioning of the internal market.

According to Article 6(3) of the Single Market Transparency Directive (SMTD), Member States should postpone the
adoption of national regulations if there is a European Commission initiative on the same subject.
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France violates the fundamental principles of the internal market, creates unjustified technical trade barriers, and
disproportionately restricts the competitiveness of products already regulated and allowed in other Member States.
These negative effects occur despite the existence of viable alternative regulatory solutions that can ensure public health
protection without undermining the functioning of the single market.
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