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pharmacies

1. Summary of petition

The petitioner calls for pharmacists to be granted a long-term permit to produce sanitiser in-
house and place it on the market without incurring a liability to pay alcohol duty. By way of 
justification, he notes that demand for sanitiser sky-rocketed in the early days of the COVID-
19 pandemic, with the result that the supply chains built around established major producers 
and wholesalers collapsed. In his opinion, this highlighted the fragility of the economic system 
and its reliance on global industry. According to the petitioner, the competent bodies 
subsequently enacted several general orders which (among other things) allowed pharmacists 
for a limited period of time to produce ethanol-based hand and surface sanitisers and to place 
them on the market without falling within the scope of the provisions of alcohol duty law. This 
apparently made it possible for the petitioner, together with distilleries and a pharmacist, to 
mix, package and distribute sanitiser significantly more quickly and cheaply than the major 
corporations. The petitioner believes that regional and small-scale production arrangements for 
sanitiser would also guarantee its availability for disaster response purposes.

2. Admissibility

Declared admissible on 15 October 2021. Information requested from Commission under 
Rule 227(6).

3. Commission reply, received on 6 January 2022

The Commission’s observations 

In the European Union, disinfection products are biocidal products, which are subject to 
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Commission Implementing Regulation (EU) No 528/20121 on the making available on the 
market and use of Biocidal Products (the Biocidal Products Regulation (BPR)). This Regulation 
sets out the rules and procedures for the making available on the market and use of biocidal 
products and aims to improve the functioning of the internal market whilst ensuring a high level 
of protection of human health, animal health and the environment. Only authorised biocidal 
products, or, during a transition period set out in Article 89 of the BPR, products compliant 
with national rules of the Member States, can be made available on the market and used in the 
Union. 

Article 55(1) of the BPR allows Member States to grant emergency permits for products that, 
although containing an approved active substance, do not have an authorisation under the BPR 
or for products that contain an active substance which is neither approved or under evaluation, 
on grounds of, among others, danger to public health. The application of the provisions of 
Article 55(1) shortly after the outset of the COVID-19 pandemic allowed to speed up the supply 
of disinfectants and address the severe shortages that occurred at that moment. Products for 
which emergency permits were granted contain for example propan-1-ol, propan-2-ol, active 
chlorine generated from sodium hypochlorite or hydrogen peroxide. The exceptional permits 
pursuant to Article 55(1) have a limited duration - they can be granted for a maximum of 180 
days and, upon a reasoned request from the Member States having granted them, the 
Commission can decide that they may be extended for a period of 550 days, if no alternatives 
to address the emergency situation are available. The derogations to the BPR standard rules are 
meant to be limited in time, as it is expected that, during the application of those derogations, 
solutions in line with the BPR rules will be identified to address the emergency. Derogations 
cannot have an indefinite duration, as this would circumvent the authorisation system put in 
place to ensure a high level of safety for human health, animal health and the environment of 
biocidal products placed on the market after a thorough evaluation, and distort the level playing 
field between operators, which the BPR provisions are intended to establish.

For products containing active substances which are still under evaluation in the Review 
Programme2 (these are listed in Annex II to Commission Delegated Regulation (EU) No 
1062/20143), notably ethanol, Member States can apply suitable provisions under their national 
legislation in accordance with Article 89(2) of the BPR, including for possible emergency 
derogations from the applicable national requirements. Thus, the derogations granted in various 
Member States for disinfectants containing ethanol, some of which allowed pharmacists to 
produce such products, were granted in accordance with the national laws of those Member 
States. The length of such derogations depends therefore on the specific rules in place in each 
Member State to deal with emergency situations pending the applicability of the transitional 
provisions of the BPR for ethanol.

1 Commission Implementing Regulation (EU) No 582/2012 of 2 July 2012 approving the active substance 
bifenthrin, in accordance with Regulation (EC) No 1107/2009 of the European Parliament and of the Council 
concerning the placing of plant protection products on the market, and amending the Annex to Commission 
Implementing Regulation (EU) No 540/2011, OJ L 173, 3.7.2012, p. 3–7.
2 Work programme for the systematic examination of the existing active substances (active substances that were 
present on the market in biocidal products on 14 May 2000), set up under Directive 98/8/EC which preceded the 
BPR.
3 Commission Delegated Regulation (EU) No 1062/2014 of 4 August 2014 on the work programme for the 
systematic examination of all existing active substances contained in biocidal products referred to in Regulation 
(EU) No 528/2012 of the European Parliament and of the Council, OJ L 294, 10.10.2014, p. 1–34.
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Conclusion

The applicable legal framework regulating the permits granted for disinfectants depends on the 
status of the active substance(s) they contain under the BPR. For products containing approved 
active substances, Member States can grant derogations on grounds of, among others, danger 
to public health, in line with the provisions of Article 55(1) of the BPR. Such derogations 
granted under the BPR are meant to be limited in time to address emergency situations which 
cannot be contained by other means. The regulatory system as established in the BPR is 
considered appropriate to ensure a high level of safety for human health, animal health and the 
environment by the systematic evaluation of all biocidal products placed on the market, and 
creating a level playing field between all economic operators of the sector.
Possible derogations for disinfectants containing ethanol, which is an active substance still 
included in the Review Programme and subject to the transitional provisions of the BPR, are 
regulated by national laws of Member States. It is up to each Member State to assess the 
situation on their market and decide on the scope and the length of derogations, if these are 
needed, pending the approval of ethanol by the Commission. The Commission is not 
empowered to interfere with the scope and duration of derogations granted under national laws.


