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In a Europe that is accelerating its transition towards an increasin-
gly circular economy, packaging design is a strategic opportunity 
to reduce environmental impacts from the earliest stages of a pro-
duct’s life cycle.
The European Regulation 2025/40 on packaging and packaging wa-
ste marks a profound and structural change. With the introduction 
of harmonised and binding design requirements and criteria, it 
aims to make all packaging on the European market more sustai-
nable, recyclable and reusable, as well as designed to avoid mate-
rial waste by complying with rules valid throughout Europe for its 
management and end-of-life, thus giving substance to the single 
European market for packaging and the recycled materials derived 
from it.
This is an ambitious intervention that directly affects the way 
packaging is designed and placed on the market.

In this scenario, companies are required to adapt within defined 
timeframes and with specific requirements. Many of these relate to 
design: from minimising weight and volume to compatibility with 
recycling and the use of recycled materials.
This Handbook is the result of discussions with associations of 
packaging manufacturers and users and the national manufactu-
ring sector, which actively participated in the consultation pha-
se for professionals and which has made it possible to produce a 
document that provides concrete support in understanding the 
provisions of the Regulation relating to packaging design, focusing 
on the preventive measures and design criteria required to ensure 
compliance.

Letter from 
the President
CONAI

The Handbook is an operational tool, which can be updated over 
time with FAQs and examples, capable of accompanying companies 
through the adaptation phase, taking into account the complexity 
of the framework and the numerous deadlines involved. Particu-
lar attention is paid to small and medium-sized enterprises, which 
constitute the productive fabric of our country and need practical 
guidance and applicable solutions.
After all, proper design is the main lever for preventing waste pro-
duction and reducing the environmental impact of packaging: it is 
estimated that up to 80% of the environmental impact of packa-
ging is determined at the design stage. Investing in this phase me-
ans acting with foresight, avoiding the risk of non-compliance and 
transforming regulatory obligations into opportunities for innova-
tion. We are increasingly convinced of this.

CONAI will continue to provide technical tools, assistance and con-
stantly updated guidelines to support companies on their path to 
innovation for circularity.

Ignazio Capuano
CONAI President
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This Handbook aims to provide a practical and easy-to-use guide 
for businesses on the new Regulation 2025/40 on packaging and 
packaging waste (Packaging and Packaging Waste Regulation – 
PPWR), recently adopted at European level. 
The document is dedicated exclusively to aspects related to the 
prevention of the environmental impact of packaging and packa-
ging waste, with a specific focus on the design criteria introdu-
ced by the new Regulation. Businesses and trade associations will 
find useful information on how to bring packaging design into line 
with the new European requirements. The Handbook does not ad-
dress other areas of the regulatory text, such as the obligations 
relating to Extended Producer Responsibility (EPR).
To facilitate reading of the document, it is recommended that refe-
rence be made, where necessary, to the definitions given in Chap-
ter 5.

It should also be noted that the content of the Handbook fai-
thfully reflects the text of Regulation 2025/40, without providing 
any regulatory interpretation, in order to offer companies a neu-
tral, objective information tool that is aligned with the official 
text.
Many aspects of Regulation 2025/40 are in fact delegated to secon-
dary legislation, therefore, the Handbook may be subject to perio-
dic changes and updates based on the evolution of the regulatory 
framework and political decisions at European level. 

This document opens with a general introduction aimed at contex-
tualising the new regulatory framework, clarifying the reasons that 

Foreword – 
Guide to reading 
this document led to the adoption of a binding legal instrument such as the Regu-

lation, as well as the general objectives pursued by the European 
Commission in the field of sustainability, the circular economy and 
reducing environmental impact.
The Handbook then goes on to discuss the main sustainability re-
quirements for businesses, with particular reference to packaging 
design criteria.

The document is structured in such a way as to facilitate consulta-
tion by businesses and provide a clear and systematic overview of 
the new packaging design requirements set out in the Regulation, 
through:
 	› an orderly reconstruction of the main deadlines for economic 

operators;
 	› a summary of the timetable for the adoption of delegated and 

implementing acts by the European Commission;
 	› boxes with further reading on specific issues of interest to bu-

sinesses;
 	› a final FAQ section, with answers based on the most frequently 

asked questions received. All answers are updated as of 30 
September 2025; any subsequent additions and/or changes 
will be made available with an indication of the new publica-
tion date.

As already mentioned, CONAI intends to use this tool to offer con-
crete support to companies in the process of adapting to the new 
regulatory framework, so that they can be better prepared to face 
the challenges associated with packaging design and make choices 
that are consistent with the objectives set at European level and in 
line with the priorities outlined in European legislation.
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Below is a summary timeline 
describing the key deadlines 
for businesses and the 
European Commission’s 
timetable relating to the 
obligations under the 
preventive measures of 
Regulation 2025/40.

Key deadlines 
for businesses and 
European Commission 
timetable

Deadlines for businesses

Timetable for the European Commission

From 12 AUGUST

From 1 JANUARY

By 12 FEBRUARY

RESTRICTIONS

SUBSTANCES  
“OF CONCERN”
Packaging in contact 
with food: PFAS  
restrictions

Harmonised standards  
on composting

Definition 
of harmonised

labelling

Details on the formats 
required by Annex V 
and any exemptions

Methodology for 
calculating minimum 

weight and volume 
reduction

Definition of 
minimum number 

of rotations

Design criteria  
and classification 

into grades

Grouped, transport  
and e-commerce 

packaging: 
methodology for 

calculating empty 
space

Methodology for 
assessing recycled 

material at scale

Method for 
identifying 
substances 

“of concern”

Assessment: objectives 
and extension to other 

packaging

Assessment of any new 
restrictions

Sales packaging: 
assessment of propor-

tion of empty space
Assessment of actual 

achievement 
of objectives

Assessment: 
objectives and exten-

sion to other packaging

Any changes 
to restrictions on PFAS

Definition of
calculation methodology

Report on substances  
of concern

Hospitality sector:  
containers 
to be filled 
with food and 
beverages

For certain types  
of packaging

Sales packaging: reduction 
of weight and volume

For the hospitality 
sector

Harmonised with  
details about the 
material

Reusable packaging

Plastic packaging: minimum % Large scale

For grades 
A or B

Plastic packaging:  
increase in minimum %

Increase in minimum 
re-use % for transport 
packaging

REDUCTION

By 1 JANUARY

RECYCLABILITY

From 1 JANUARY

By 12 AUGUST

LABELLING

From 12 AUGUST

LABELLING

LABELLING

By 1 JANUARY

RECYCLABILITY RECYCLABILITY

LABELLING

From 1 JANUARY

RECYCLED 
CONTENT

RE-USE

By 12 AUGUST

BY 1 JANUARY

SUBSTANCES  
“OF CONCERN”

RE-USE

By 12 AUGUST

SUBSTANCES  
“OF CONCERN”

By 2038

RECYCLABILITY

From 12 FEBRUARY

REFILL

By 12 FEBRUARY

RE-USE

RESTRICTIONS

REDUCTION

RECYCLED 
CONTENT

RECYCLED CONTENT

By 12 FEBRUARY

COMPOSTABILITY

From 12 FEBRUARY From 12 FEBRUARY

REDUCTION

RE-USE

COMPOSTABILITY

BY 12 FEBRUARY

REDUCTION

By 31 DECEMBER

RECYCLED 
CONTENT

SUBSTANCES  
“OF CONCERN”

2032 2033 2034 20382030 20352028 2028 204020272026

Delegated acts or
implementing acts

Specific for single-use plastic packaging

Final distributors over 400 m2

For grades A, B or C

Grouped, transport and e-commerce packaging:  
reduction in empty space

minimum re-use % for certain packaging

REDUCTION

RE-USE

RESTRICTIONS

RECYCLABILITY

REFILL
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1 Regulatory
framework

1

Regulations are directly applicable in the le-
gal system of the individual Member States, 
whereas Directives set objectives that indivi-
dual Member States must achieve using the 
means they deem most appropriate.

Regulation (EU) 2025/40 of the European Parliament and of the 
Council of 19 December 2024 on packaging and packaging waste, 
amending Regulation (EU) 2019/1020 and Directive (EU) 2019/904 
and repealing Directive 94/62/EC (hereafter Regulation 2025/40) 
was adopted with the aim of replacing the current fragmented 
regulatory framework of individual national packaging laws with 
a uniform regulatory framework directly applicable to Member 
States without the need for transposition into national law. This 
explains why the European legislator opted for a Regulation rather 
than a Directive 1 .
Regulation 2025/40:
 	› provides for measures concerning the entire life cycle of packa-

ging that contribute to the efficient functioning of the internal 
market;

 	› harmonises national regulations, considering the reduction of 
the environmental impact of packaging and packaging waste 
on the environment and human health. 

Regulation 2025/40 therefore repeals Directive 94/62/EC which 
set, for example, prescriptions on the essential requirements rela-
ting to the composition of packaging, its reusability and recyclabi-
lity, establishing recovery and recycling targets. Furthermore, fol-
lowing the adoption of the new Regulation 2025/40, amendments 
have been made to Regulation (EU) 2019/1020 of 20 June 2019 on 
market surveillance and product compliance and Directive (EU) 
2019/904 of 5 June 2019 on the reduction of the impact of certain 
plastic products on the environment (SUP).

1.1 From Directive  
to Regulation

EUROPEAN COMMISSION

Proposal of legislative acts

(Regulation or Directive)

EU PARLIAMENT + EU COUNCIL

Directive

Defines only 
the objectives.

Regulation

Defines both the objectives and the 
methods for achieving them.

Examination of proposal

Any 
changes/amendments

JOINT APPROVAL

EACH MEMBER STATE
uses the methods it considers 
most appropriate to achieve 
the objectives.

ALL MEMBER STATES
have the same objectives 
and adopt the same methods 
to achieve them.

Regulation/Directive adopted

The primary objective of Regulation 2025/40 is to ensure a high le-
vel of environmental protection through:
 	› reducing the release of certain packaging onto the market;
 	› reducing the production of packaging waste. 

The regulatory provisions introduced in Regulation 2025/40 contri-
bute to the transition to a circular economy in line with the objecti-
ves of the European Green Deal and the Circular Economy Action 
Plan (CEAP). 
In particular, the European Parliament resolution of February 10, 
2021, on the new Circular Economy Action Plan, called on the EU 
Commission to adopt a legislative proposal establishing appro-
priate instruments to:

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02019R1020-20240523

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32019L0904
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:01994L0062-20180704
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:01994L0062-20180704
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02019R1020-20240523

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32019L0904
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32019L0904
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 	› make all packaging reusable or recyclable in an economically 
sustainable manner by 2030;

 	› reduce excessive packaging, including in e-commerce; 
 	› increase the recycled content of packaging;
 	› phase out hazardous and harmful substances in packaging;
 	› promote the re-use of packaging.

To achieve these objectives, Regulation 2025/40 establishes a se-
ries of measures for prevention at source, reduction of primary re-
source use and recycling, which will be analysed in this document. 

MAIN OBJECTIVES OF THE NEW REGULATION 2025/40

Prevention Reduction Recycling

 	› Minimisation of packaging 

 	› Minimum targets for 
recycled material in plastic 
packaging 

 	› Recycled materials market

 	› Promote high-quality 
recycling, making all 
packaging on the EU 
market recyclable in an 
economically sustainable 
manner by 2030.

 	› Prevent the generation of packaging 
waste and reduce its quantity

 
 
 
 
 
 

 	› Apply restrictions to particular types/
formats of packaging 

 	› Promote reusable and refillable 
packaging solutions

% Reduction in packaging waste 
per capita vs 2018

5%
10%
15% 

Year

2030
2035
2040

Regulation 2025/40 applies:

1.2 Scope  
of application  
of the Regulation

2

Some provisions of Regulation 2025/40 pro-
vide for exemptions for packaging of specific 
products.

 	› to all packaging 2 , 
regardless of the material 
used and the context in 
which it is used.

 	› to all packaging waste, 
regardless of the context from 
which it originates: industry, 
other manufacturing activities, 
retail or distribution, offices, 
services or households.

 	› all Member States of the 
European Union.

Regulation 2025/40 is without prejudice to the provisions, for 
example, of Directive 2008/98/EC on the management of hazar-
dous waste, as well as Union regulatory requirements relating to 
the safety, quality, health protection and hygiene of packaged pro-
ducts and transport requirements. However, if Regulation 2025/40 
conflicts with Directive 2008/68/EC on the inland transport of dan-
gerous goods, Directive 2008/68/EC shall prevail.
Directive (EU) 2019/904 requires Member States to take measures 
to reduce the consumption of certain single-use plastic products, 
including market restrictions; such market restrictions should 
apply and prevail over any conflicting provisions of Regulation 
2025/40.
Therefore, in the event of a conflict between Directive (EU) 2019/904 
and Regulation 2025/40, Directive (EU) 2019/904 should prevail as 
far as its scope is concerned. It should be noted that Regulation 
2025/40 provides for a restriction on the placing on the market of 
plastic products listed in Annex V, point (3), while Directive (EU) 
2019/904 allows Member States to take the necessary measures to 

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02008L0098-20240218
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02008L0068-20250213
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32019L0904
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32019L0904
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32019L0904
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32019L0904
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32019L0904
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achieve a reduction in the consumption of these single-use plastic 
products. Since national implementing measures under Directive 
(EU) 2019/904 can be less restrictive than a ban on placing on the 
market, Regulation 2025/40 should take precedence over Directi-
ve (EU) 2019/904 with regard to products falling under the defi-
nition of packaging, in order to reduce the placing on the market 
of single-use plastic packaging and its dispersion in the environ-
ment. As a consequence, it should not be possible for Member Sta-
tes to adopt an exemption from the ban in Directive Directive (EU) 
2019/904 on placing packaging made of expanded polystyrene on 
the market. To this end, Directive (EU) 2019/904 has been amen-
ded accordingly. 3

3

Article 67 of Regulation 2025/40.

Within Member States, packaging shall only be placed on the mar-
ket if it complies with Regulation 2025/40, after it can be conside-
red applicable, i.e. from 12 August 2026. Placement on the market 
is considered to have taken place when the packaging, whether 
empty or containing a product, has been made available on the 
Union market for the first time, being supplied by the manufactu-
rer or importer for distribution, consumption or use in the course 
of a commercial activity, whether in return for payment or free of 
charge. Thus, packaging already placed on the Union market be-
fore the date of application of relevant requirements and in the 

1.3 Placement 
on the market

Click here 
to consult the 
Implementation 
Guidelines 
for the SUP 
Directive.

RELATIONSHIP BETWEEN REGULATION 2025/40 
AND THE SUP DIRECTIVE (SINGLE USE PLASTIC DIRECTIVE)

As the SUP Directive is special legislation, it should take precedence over Regulation 
2025/40 with regard to its scope of application.
However, it should be noted that the marketing ban established by Article 25 of Regula-
tion 2025/40 for the specific types of goods listed in Annex V prevails over any national 
derogations provided for in relation to the ban referred to in Article 5 of the SUP Directi-
ve (transposed in Italy by Article 5 of Legislative Decree 196 of 8 November 2021).
An example of a measure in the SUP Directive that prevails over Regulation 2025/40 
is the provision in Article 5 on restrictions on placement on the market, transposed in 
Italy by Article 5 of Legislative Decree 196 of 8 November 2021). 
Specifically, the measure provides for a general ban on placing on the market (without 
prejudice to the derogation referred to in Article 5, paragraph 3, of Legislative Decree 
196 of 8 November 2021) for a list of single-use plastic goods, including certain packa-
ging such as, for example, food containers made of expanded polystyrene, i.e. recepta-
cles such as boxes, with or without a cover, used to contain food which:
a.	is intended for immediate consumption, either on-the-spot or take-away;
b.	is typically consumed from the receptacle; and
c.	is ready to be consumed without any further preparation, such as cooking, boiling or 

heating, including food containers used for fast food or other meal ready for imme-
diate consumption, except beverage containers, plates and packets, and wrappers 
containing food.

PRINCIPALI EVIDENZE DEL DECRETO LEGISLATIVO 196 
DELL’8 NOVEMBRE 2021

Il presente documento si pone come strumento ricognitivo 
delle disposizioni ad oggi in vigore previste dal Decreto 
Legislativo 196/2021 di recepimento della Direttiva SUP, e sarà 
tempestivamente aggiornato qualora dovessero intervenire, 
in futuro, modifiche al Decreto che possano incidere 
significativamente sui punti trattati in queste Linee Guida.

18/07/2022
Centro Studi per l’Economia Circolare - CONAI

Attuazione della 
Direttiva SUP: 
quali le ricadute nel 
settore imballaggi 
in Italia?

Such packaging, while meeting all the sustainability requirements of Regulation 
2025/40, cannot be marketed in any case, as it is subject to a specific ban under the 
SUP Directive. 
The Directive also sets out certain specific requirements in addition to those laid 
down in Regulation 2025/40 for certain categories of packaging, the main ones being 
the marking requirements laid down in Article 7, which also apply to beverage cups, 
and the requirement that caps remain attached to containers, which applies to bott-
les and composite beverage packaging. 

It should also be noted that some details relating to specific objecti-
ves and measures provided for in Regulation 2025/40 are referred 
to the definition of implementing decrees and acts to be adopted 
by the European Commission by certain dates indicated in the text 
of the individual criteria (see the timeline “Key deadlines for busi-
nesses and European Commission timetable” on pages 10 and 11).

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32019L0904
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32019L0904
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32019L0904
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32019L0904
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32019L0904
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32019L0904
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32019L0904
https://www.progettarericiclo.com/docs/attuazione-della-direttiva-sup
https://www.gazzettaufficiale.it/eli/id/2021/11/30/21G00210/SG
https://www.gazzettaufficiale.it/eli/id/2021/11/30/21G00210/SG
https://www.gazzettaufficiale.it/eli/id/2021/11/30/21G00210/SG
https://www.gazzettaufficiale.it/eli/id/2021/11/30/21G00210/SG
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“Placing on the market” means the first making available of packa-
ging, whether empty or with a product, on the Union market. In this 
regard, Recital 14 of Regulation 2025/40 specifies that: “Packaging 
should be considered to have been placed on the market when the 
packaging is made available for the first time on the Union mar-
ket, which means supplied by the manufacturer or importer for 
distribution, consumption or use in the course of a commercial 
activity, whether in return for payment or free of charge”.  

“Making available on the market” means any supply of packaging, 
whether empty or with a product, for distribution, consumption 
or use on the Union market in the course of a commercial activity, 
whether in return for payment or free of charge.

“Making available on the territory of the Member State” means 
any supply of packaging, whether empty or with a product, for 
distribution, consumption or use on the territory of the Member 
State in the course of a commercial activity, whether in return for 
payment or free of charge.

2 Sustainability 
measures: 
prevention 
measures and 
criteria for  
packaging  
design

Below are the sustainability criteria set out in Articles 5 to 11 of Re-
gulation 2025/40, which refer to packaging design 5, and the obli-
gations regarding packaging refilling incumbent on specific econo-
mic operators. 
As mentioned in the foreword, it should be noted that these crite-
ria refer to the adoption of delegated and implementing acts to be 
adopted by the European Commission within the deadlines set by 
each criterion, which will detail the individual requirements.

5

Other requirements concerning the labelling 
of packaging and restrictions on the use of 
certain packaging formats are addressed in 
Chapter 3, “Other obligations”.

stocks of distributors, including retailers and wholesalers, should 
not need to comply with the requirements laid down in Regulation 
2025/40 4 . 

4

Please refer to Recital 14 of Regulation 
2025/40, which states that “Packaging 
should be placed on the market only if it 
complies with the sustainability requiremen-
ts and labelling requirements laid down in 
or pursuant to this Regulation. Packaging 
should be considered to have been placed 
on the market when the packaging is made 
available for the first time on the Union 
market, which means supplied by the manu-
facturer or importer for distribution, consu-
mption or use in the course of a commercial 
activity, whether in return for payment or 
free of charge. Thus, packaging already pla-
ced on the Union market before the date of 
application of relevant requirements and in 
the stocks of distributors, including retailers 
and wholesalers, should not need to meet 
the sustainability and labelling requirements 
laid down in or pursuant to this Regulation”.
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The text of this section 

refers to the content 

of Article 5 of Regulation 2025/40; 

other regulatory references will be 

duly indicated in a note.

2.1 Requirements 
for substances in 
packaging 

From 
12 August

203320302026

Deadlines for businesses

Timetable for the European Commission

By  
12 August

By  
31 December

By  
12 August

Design requirement

SUBSTANCES “OF CONCERN” 
Requirements for substances in packaging

Regulatory reference

Article 5.

The European Commission will 
assess whether the objective 

has been effectively achieved.

Packaging in contact with food may not be placed  
on the market if it contains PFAS above the following limits:
 	› 25 ppb for each individual PFAS (targeted analysis, polymeric PFAS are excluded);
 	› 250 ppb for the sum of all PFAS (targeted analysis, other methodologies possible; 

polymeric PFAS are excluded);
 	› 50 ppm for PFAS (including polymeric PFAS); if the total fluorine content exceeds  

50 mg/kg, additional evidence must be provided upon request.

The European Commission, assisted 
by the European Chemicals Agency (ECHA), 

will submit a report to the European Parliament 
and the Council on the presence 

of substances of concern in packaging 
and on possible further measures.

The European Commission will assess the need
to amend or repeal existing restrictions on PFAS 

to avoid overlap with further regulations.
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2.1.5

6

7

Article 226 of Legislative Decree 152/2006 
paragraph 4 states that: “it is prohibited to 
place on the market packaging or packaging 
components, with the exception of packa-
ging made entirely of crystal, with total 
concentrations of lead, mercury, cadmium 
and hexavalent chromium exceeding 100 
parts per million (ppm) by weight. Decision 
2001/171/EC applies to glass packaging 
and Decision 1999/177/EC applies to plastic 
packaging.”

For glass packaging, the derogation set out 
in Decision 2001/171/EC remains in force; for 
plastic crates and pallets, those set out in 
Decision 2009/292/EC remain in force until 
and unless they are repealed by specific 
delegated acts of the Commission as per Ar-
ticle 70 paragraph 3 of Regulation 2025/40.

Furthermore, pursuant to the provisions of paragraph 5 of Regula-
tion 2025/40, as of 12 August 2026, packaging in contact with food 
products may not be placed on the market if it contains PFAS in a 
concentration equal to or greater than the limit values set out be-
low (all three conditions a, b and c must be met):
a.	25  ppb for any PFAS as measured with targeted PFAS analysis 

(polymeric PFAS excluded from quantification);
b.	250 ppb for the sum of PFAS measured as the sum of targeted 

PFAS analysis, optionally with prior degradation of precursors 
(polymeric PFAS excluded from quantification); and

c.	50  ppm for PFAS (including polymeric PFAS); if total fluorine 
exceeds 50 mg/kg the manufacturer, importer or downstream 
user as defined respectively in Article 3, points (9), (11) and 
(13) of Regulation (EC) 1907/2006 shall, upon request, provide 
to the manufacturer or the importer as defined respectively in 
Article 3, paragraph 1, points (1), (13) and (17) of Regulation 
2025/40, proof of the quantity of fluorine measured as content 
of either PFAS or non-PFAS in order for them to draw up the 
technical documentation as referred to in Annex VII to Regula-
tion 2025/40.

That said, further limits may be introduced following the publica-
tion of the report issued by the EU Commission on the presence of 
substances of concern in packaging and packaging components.
This is without prejudice to the restrictions on chemicals set out in 
Annex XVII to Regulation (EC) 1907/2006 or, where applicable, to 
the restrictions and specific measures on food-contact materials 
and articles in Regulation (EC) 1935/2004.

Exemptions from the measure

No exemptions are provided for. 7 

Objective

To minimise substances of concern throughout the entire life cycle 
of packaging, from manufacture to use and end of life, including 
waste management.

Scope

All packaging placed on the EU market.

Deadlines and timeframes

From 12 August 2026.

Content of the measure

Packaging placed on the market shall be manufactured in such a 
way as to minimise the presence and concentration of substances 
of concern in the constituents of the packaging material or any of 
the packaging components, including their presence in emissions 
and any result of waste management, such as secondary raw ma-
terials, ash or other materials destined for final disposal, and the 
negative impact on the environment due to microplastics.
Regulation 2025/40 sets specific limits for the sum of the con-
centrations of lead, cadmium, mercury and hexavalent chromium 
in packaging or packaging components and for PFAS (per- and 
polyfluoroalkyl substances) contained in packaging in contact with 
food products. More specifically, paragraph 4 of Article 5 of Regu-
lation 2025/40 provides that, without prejudice to the restrictions 
on chemicals set out in Annex XVII to Regulation (EC) 1907/2006 
or, where applicable, the restrictions and specific measures on fo-
od-contact materials and articles in Regulation (EC) 1935/2004, the 
sum of the concentrations of lead, cadmium, mercury and hexava-
lent chromium resulting from substances present in packaging or 
packaging components shall not exceed 100 mg/kg. 6 

2.1.1

2.1.3

2.1.4

2.1.2

https://www.gazzettaufficiale.it/atto/vediMenuHTML?atto.dataPubblicazioneGazzetta=2006-04-14&atto.codiceRedazionale=006G0171&tipoSerie=serie_generale&tipoVigenza=originario
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02001D0171-20060512
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02001D0171-20060512
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:31999D0177
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02001D0171-20060512
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32009D0292
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02006R1907-20250623
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02006R1907-20250623
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02004R1935-20210327

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02006R1907-20250623
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02004R1935-20210327
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Requirements for substances in packaging

Summary table

prohibitions on the use of PFAS laid down in accordance with 
Regulation (EC) 1907/2006 8 , Regulation (EU) 2019/1021 9  
or Regulation (EC) 1935/2004 10.

8

9

10

Regulation (EC) 1907/2006 of the European 
Parliament and of the Council concerning 
the Registration, Evaluation, Authorisation 
and Restriction of Chemicals (REACH), 
establishing a European Chemicals Agency, 
amending Directive 1999/45/EC and repe-
aling Council Regulation (EEC) 793/93 and 
Commission Regulation (EC) 1488/94, as 
well as Council Directive 76/769/EEC and 
Commission Directives 91/155/EEC, 93/67/
EEC, 93/105/EC and 2000/21/EC.

Regulation (EU) 2019/1021 of the European 
Parliament and of the Council on persistent 
organic pollutants.

Regulation (EC) 1935/2004 of the European 
Parliament and of the Council on materials 
and articles intended to come into contact 
with food and repealing Directives 80/590/
EEC and 89/109/EEC.

Regulatory reference

Obligated party

Deadline (by when)

Obligation

Article 5.

Manufacturers or importers.

From 12 August 2026.

The sum of the concentration levels of lead, cadmium, mercury and 
hexavalent chromium in substances present in packaging or packaging 
components may not exceed 100 mg/kg.
Packaging in contact with food may not be placed on the market if it 
contains PFAS above the following limits:
 	› 25 ppb for each individual PFAS (targeted analysis, polymeric PFAS are 

excluded);
 	› 250 ppb for the sum of all PFAS (targeted analysis, other methodologies 

possible; polymeric PFAS are excluded);
 	› 50 ppm for PFAS (including polymeric PFAS); if the total fluorine content 

exceeds 50 mg/kg, additional evidence must be provided upon request.
This is without prejudice to the restrictions on chemicals set out in Annex 
XVII to Regulation (EC) 1907/2006 or, where applicable, to the restrictions 
and specific measures on food-contact materials and articles in Regulation 
(EC) 1935/2004.

Means of verification –  
EU declaration of conformity 

Compliance with the requirements relating to substances con-
tained in packaging (Article 5 paragraphs 4 and 5 of Regulation 
2025/40) shall be demonstrated in the documentation drawn up in 
accordance with Annex VII of Regulation 2025/40 (see Chapter 4.1 
on the conformity assessment procedure).

NOTE 
 	› By 31 December 2026, the Commission, assisted by the Euro-

pean Chemicals Agency (ECHA), shall prepare a report on the 
presence of substances of concern in packaging and packaging 
components, to determine the extent to which they negatively 
affect the re-use and recycling of materials or impact chemical 
safety. That report may list the substances of concern present 
in packaging and packaging components and indicate the ex-
tent to which they could present an unacceptable risk to hu-
man health and the environment.

 	› From 12 August 2026, food-contact packaging may not be 
placed on the market if it contains per- and polyfluoro-
alkyl substances (PFAS) in a concentration equal to or abo-
ve the following limit values (provided that such a concen-
tration is not prohibited pursuant to another EU legal act) 
set out in Regulation 2025/40. For the purposes of Regula-
tion 2025/40, “PFAS” means any substance that contains 
at least one fully fluorinated methyl (CF3-) or methylene 
(-CF2-) carbon atom (without any H/Cl/Br/I attached to it), 
except substances that only contain the following structu-
ral elements: CF3-X or X-CF2-X', where X = -OR or-NRR' and  
X'= methyl (-CH3), methylene (-CH2-), an aromatic group, 
a carbonyl group (-C(O)-), -OR'', -SR'' or -NR''R''' ; and whe-
re R/R'/R''/R''' is a hydrogen (-H), methyl (-CH3), methylene 
(-CH2-), an aromatic group or a carbonyl group (-C(O)-).

 	› By 12 August 2030, the Commission shall carry out an eva-
luation to assess the need to amend or repeal the indicated 
limit values in order to avoid overlaps with restrictions or 

2.1.6

2.1.7

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02006R1907-20250623
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32019R1021R(01)

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02004R1935-20210327

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02006R1907-20250623
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:31999L0045
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:31993R0793

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:31994R1488
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:31976L0769
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:31991L0155
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:31993L0067
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:31993L0067
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:31993L0105
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32000L0021
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32019R1021R(01)

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02004R1935-20210327

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:31980L0590
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:31980L0590
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:31989L0109
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02006R1907-20250623
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02004R1935-20210327

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02004R1935-20210327
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Questions related to this section are listed below. The answers, to-
gether with the full list of questions, can be found in the dedicated 
chapter (Chapter 6 – FAQ):

FAQ

Should analyses of chemical content (PFAS) be repeated for each 
production batch? Even if the same types of raw materials or com-
ponents are used, but from different suppliers?

Will there be a definitive list of PFAS substances subject to restri-
ctions under the PPWR or will reference be made to existing regu-
latory frameworks (e.g. REACH/POP)?

Is it correct to say that there are no transitional measures for 
PFAS? There is mention of the placing on the market of packaging 
containing PFAS, but no mention of the placing on the market of 
finished products containing them. What should companies do?

2.1|F1

2.1|F2

2.1|F3

?Criterion

Means of verification

Exemptions

Penalties

Checks

By 31 December 2026, the Commission, assisted by the ECHA, shall prepare 
a report on the presence of substances of concern in packaging and 
packaging components, to determine the extent to which they negatively 
affect the re-use and recycling of materials or impact chemical safety.

The manufacturer or importer shall demonstrate compliance with the 
requirements relating to substances of concern (or “hazardous”) in the 
technical information and declaration of conformity referred to in Annexes 
VII and VIII to Regulation 2025/40.

No exemptions are provided for.

Responsibility of each EU Member State.

Responsibility of each EU Member State.

Requirements for substances 
in packaging 

2.1.8
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2.2 Recyclable 
packaging

2035 20382028

Deadlines for businesses

Timetable for the European Commission

2030

By  
12 August

By  
1 January

The text of this section 

refers to the content 

of Article 6 of Regulation 2025/40; 

other regulatory references will be 

duly indicated in a note.

RECYCLABILITY  
Recyclability of the packaging

Design requirement

Delegated acts or
implementing acts

Regulatory reference

Article 6.

The European Commission will 
adopt delegated acts to establish:
 	› Design for recycling  

criteria;
 	› Recyclability  

grades.

The European Commission will adopt 
implementing acts to define:
 	› Method for assessing recycled 

material at scale;
 	› Traceability mechanism to ensure 

that packaging is actually recycled 
on a large scale.

By
2038

From 
1 January

From 
1 January

All packaging must be recyclable within the 
following performance grades:
 	› A ≥ 95%;
 	› B ≥ 80%;
 	› C ≥ 70%.

All packaging must also be 
collected separately, sorted  
and recycled on a large scale.

All packaging must fall 
within only grades A or B.
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Pending the publication of the delegated acts, companies are en-
couraged to refer to the design for recycling guidelines developed 
by trade associations, in particular European ones and those pro-
posed by Member States, such as: 
 	› for flexible packaging, the CEFLEX Design for Recycling Guide-

lines;
 	› for plastic packaging, the Recyclass Guidelines;
 	› for plastic bottles, the EPBP Guidelines. 

For paper packaging, on the other hand, the existing references are 
the Aticelca Assessment System, the CEPI or 4evergreen method. 11 

Objective

To establish measures that encourage manufacturers to place more 
recyclable packaging on the market, thereby helping Member Sta-
tes to achieve their recycling targets.

Scope

All packaging placed on the EU market.

2.2.1

2.2.2

11

This is a list by way of example and not 
exhaustive. CONAI does not promote these 
guidelines, but provides the “Progettare Ri-
ciclo” (Design for Recycling) platform, a tool 
that offers design guidelines aimed at impro-
ving the recyclability of packaging, based on 
an in-depth analysis of the entire collection, 
sorting and recycling chain.

https://guidelines.ceflex.eu/
https://guidelines.ceflex.eu/
https://recyclass.eu/recyclability/design-for-recycling-guidelines/
https://www.epbp.org/design-guidelines
https://www.progettarericiclo.com/en
https://www.progettarericiclo.com/en
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ANNEX II – TABLE 3
CATEGORIES AND PARAMETERS FOR ASSESSMENT 
OF RECYCLABILITY OF PACKAGING

2.2.3 Deadlines and timeframes

2030 2035 2038

Recyclability performance 
grade

Design for recycling 
(DfR)

Assessment of 
recyclability per unit, in 

terms of weighting

Recyclability 
performance grade (for 

DfR)

Design for recycling 
(DfR)

Assessment of 
recyclability per unit, in 

terms of weighting

Recyclability 
performance grade (for 

recycled-at-scale 
assessment)

Recyclability 
performance grade

Design for recycling 
(DfR)

Assessment of 
recyclability per unit, in 

terms of weighting

Recyclability performance 
grade (for 

recycled-at-scale 
assessment)

Grade A higher or equal to 
95 %

Grade A higher or equal to 
95 %

Grade A RaS Grade A higher or equal to 
95 %

Grade A RaS

Grade B higher or equal to 
80 %

Grade B higher or equal to 
80 %

Grade B RaS Grade B higher or equal to 
80 %

Grade B RaS

Grade C higher or equal to 
70 %

Grade C higher or equal to 
70 %

Grade C RaS Grade C

CANNOT BE PLACED 
ON THE MARKET

higher or equal to 
70 %

Grade C RaS

TECHNICALLY NON- 
RECYCLABLE

lower than 70 % TECHNICALLY 
NON-RECYCLABLE

lower than 70 % NOT RECYCLED AT 
SCALE

(below thresholds of  
Article 3(1), point 
(39).

TECHNICALLY 
NON-RECYCLABLE

lower than 70 % NOT RECYCLED AT 
SCALE

(below thresholds of  
Article 3(1), point (39).

EN
O

J L, 22.1.2025

96/124
ELI: http://data.europa.eu/eli/reg/2025/40/oj
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However, several delegated acts are expected from the EU Com-
mission, which shall establish:
 	› by 1 January 2028, the design for recycling criteria and the 

recyclability performance grades. These criteria shall be defi-
ned taking into account the standards developed by European 
standardisation organisations 16 ;

 	› by 1 January 2030, the methodology for assessing recycled ma-
terial at scale by packaging category. 16 

Therefore, from 1 January 2030, packaging that complies with the 
delegated acts relating to design for recycling criteria and recycla-
bility performance grades 16 can be considered to comply with the 
condition set out in Article 6, paragraph 2, point (a) of Regulation 
2025/40, and can therefore be placed on the market. 
Packaging that complies with the delegated acts relating to design 
for recycling criteria and recyclability performance grades 16, as 
well as with the implementing acts establishing the methodology 
for assessing recycled content at scale by packaging category 17, 
is deemed to comply with both conditions 18 and can therefore be 
placed on the market because: it has been designed for material 
recycling which enables the use of resulting secondary raw mate-
rials that are of sufficient quality when compared to the original 
material that they can be used to substitute primary raw mate-
rials; it can be separately collected and sorted into specific wa-
ste streams without compromising the recyclability of other waste 
streams and recycled at scale.

The packaging manufacturer must then assess the recyclability 
of packaging on the basis of the delegated acts prepared by the 
EU Commission; packaging recyclability shall be expressed in the 
recyclability performance grades A, B or C as described in Table 3 
of Annex II to Regulation 2025/40.

Recyclability performance is based on design for recycling criteria. 
Those criteria shall ensure the circularity of the use of the resulting 
secondary raw materials of sufficient quality to substitute the pri-
mary raw materials.

From 1 January 2030 (or, if later, 24 months after the date of entry 
into force of future delegated acts establishing performance crite-
ria for recycling and recyclability performance grades) all packa-
ging placed on the market shall be designed for material recycling 
in accordance with the criteria defined by the European Commis-
sion through secondary legislation (expected by 1 January 2028) so 
as to enable the use of resulting secondary raw materials that are 
of sufficient quality when compared to the original material that 
they can be used to substitute primary raw materials. 12 
From 1 January 2035 (or, as regards the recycled-at-scale requi-
rement, from 1 January 2035 or five years from the date of entry 
into force of the implementing acts by which the Commission shall 
establish the methodology for assessing recycled material at scale 
by packaging category), all packaging placed on the market shall 
be recyclable in the sense that when it becomes waste, it can be 
separately collected and can be sorted into specific waste streams 
without compromising the recyclability of other waste streams 
and recycled at scale. 13

As of 1 January 2030 (or 24 months after the entry into force of 
the delegated acts referred to in Article 6, paragraph 4 if that date 
is later 14), packaging that is not recyclable according to grades 
A, B or C referred to in Table 3 of Annex II to Regulation 2025/40 
may not be placed on the market. By 1 January 2038, on the other 
hand, packaging may no longer be placed on the market unless it is 
recyclable within grades A or B as described in Table 3 of Annex II 
of Regulation 2025/40.

Content of the measure

All packaging placed on the market must be recyclable: firstly, 
packaging must be designed for material recycling, which enables 
the use of resulting secondary raw materials that are of sufficient 
quality when compared to the original material that they can be 
used to substitute primary raw materials 12 , while, secondly, all 
packaging placed on the market must be recyclable in the sense 
that when it becomes waste, it can be separately collected and 
sorted into specific waste streams without compromising the 
recyclability of other waste streams and recycled at scale 13 15.

12

13

14

Article 6, paragraph 2, point (a) of Regula-
tion 2025/40.

Article 6, paragraph 2, point (b) of Regula-
tion 2025/40.

Paragraph 4 of Article 6 stipulates that by 
1 January 2028, the EU Commission shall 
supplement Regulation 2025/40 by providing 
for: 
(a) design for recycling criteria and recycla-
bility performance grades based on Table 
3 of Annex II and the parameters listed in 
Table 4 of Annex II for packaging categories 
listed in Table 1 of Annex II;
(b) how to perform recyclability perfor-
mance assessment and express its result in 
recyclability performance grades per packa-
ging unit, in terms of weighting, including 
material-specific criteria and sorting efficien-
cy, to determine whether packaging is to be 
considered recyclable under paragraph 2;
(c) a description, for each packaging cate-
gory listed in Table 1 of Annex II, of the con-
ditions for compliance with their respective 
recyclability performance grades;
(d) a framework concerning the modula-
tion of financial contributions to be paid by 
producers to comply with their extended 
producer responsibility obligations set out in 
Article 45, paragraph 1, based on the packa-
ging recyclability performance grades.

2.2.4

15

16

17

18

According to Article 3, “packaging waste 
recycled at scale” means packaging waste 
which is collected separately, sorted and 
recycled in installed infrastructure, using 
established processes proven in an opera-
tional environment which ensure, at Union 
level, an annual quantity of recycled mate-
rial under each packaging category listed in 
Table 2 of Annex II equal to or greater than 
30% for wood and 55% for all other ma-
terials; it includes packaging waste that is 
exported from the Union for the purpose of 
waste management and which can be consi-
dered to meet the requirements of Article 53, 
paragraph 11.

Article 6, paragraph 4 of Regulation 2025/40.

Article 6, paragraph 5 of Regulation 2025/40.

Article 6, paragraph 2, points (a) and (b) of 
Regulation 2025/40.
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Exemptions from the measure

The recyclability requirements until 2035 will not apply to:
 	› the primary packaging of medicinal products for human consu-

mption, defined as “the container or other form of packaging 
immediately in contact with the medicinal product” (Article 1, 
paragraph 23, Directive 2001/83/EC);

 	› the primary packaging of veterinary medicinal products, defi-
ned as “the container or any other form of packaging that is in 
direct contact with the veterinary medicinal product” (Article 
4, paragraph 25, Regulation 2019/6);

 	› contact-sensitive plastic packaging used for medical devices 
governed by Regulation (EU) 2017/745 of the European Parlia-
ment and of the Council and for in vitro diagnostic medical de-
vices referred to in Regulation (EU) 2017/746 of the European 
Parliament and of the Council;

 	› outer packaging of medicinal products for human use, meaning 
the packaging in which the immediate packaging is placed (Ar-
ticle 1, paragraph 24, Directive 2001/83/EC) and outer packa-
ging of veterinary medicinal products, meaning the packaging 
in which the immediate packaging is placed (Article 4, para-
graph 26, Regulation 2019/6) in cases where such packaging 
is necessary to comply with specific requirements to preserve 
the quality of the medicinal product;

 	› contact-sensitive packaging for infant formula and follow-on 
formula, processed cereal-based food and baby food, and food 
for special medical purposes (Article 1, paragraph 1, points (a), 
(b) and (c) of Regulation 609/2013); 

 	› packaging used for the transport of dangerous goods referred 
to in Directive 2008/68/EC;

 	› sales packaging made from lightweight wood, cork, textile, 
rubber, ceramic, or porcelain (however, Article 8, paragraph 6 
of Regulation 2025/40 shall still apply).

By 2035, the Commission shall reassess the above categories of 
exempted packaging.

2.2.5The recyclability assessment based on the design for recycling 
criteria shall be carried out for each packaging category listed 
in Table 1 of Annex II of Regulation 2025/40, taking into account 
the methodology defined in Article 6, paragraph 4 of Regulation 
2025/40, and the related delegated acts, as well as the parame-
ters established in Table 4 of Annex II of Regulation 2025/40. After 
assessing compliance with the design criteria, which must be done 
for each packaging unit, it will be classified into categories A, B 
or C. When a packaging unit’s recyclability performance grade is 
below 70%, it is considered to be non-compliant with the recycla-
bility performance grades and therefore the packaging will be con-
sidered technically non-recyclable and its placing on the market 
will be prohibited.

From 2035, a new factor will be added to the assessment of the 
packaging recyclability, which is the “recycled at scale” asses-
sment. Consequently, a new assessment shall be carried out based 
on the quantity (weight) of the material effectively recycled from 
each of the packaging categories in accordance with the metho-
dology established in the implementing acts adopted under Arti-
cle 6, paragraph 5. The thresholds related to the annual recycled 
packaging materials for compliance with the recycled-at-scale as-
sessment shall be defined taking into account the targets set in 
Article 3, paragraph 1, point (39) of Regulation 2025/40.

NOTE
From 2030 onwards, the rules for modulating the EPR Fee by the 
EPR systems of individual Member States shall take into account 
the classification of packaging into grades A, B, and C. 

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02001L0083-20250101
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02019R0006-20220128
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02017R0745-20250110

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02017R0746-20250110

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02001L0083-20250101
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02019R0006-20220128
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02013R0609-20250901
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02008L0068-20250213
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Summary table

Recyclable packaging

Deadline (by when)

Obligation

 	› From 1 January 2030, all packaging must be designed for recycling of 
sufficient quality to enable the production of secondary raw materials of 
sufficient quality compared to the original material, and those that are 
not recyclable according to grades A, B or C may not be placed on the 
market.

 	› From 1 January 2035, packaging must be recyclable  
and compatible with separate collection without compromising  
other recycling streams and recycled at scale. 22  

 	› By 1 January 2038, only recyclable packaging belonging to grades A or B 
may be placed on the market.

All packaging placed on the EU market must be recyclable.

Criterion

Future delegated and implementing acts by the EU Commission shall 
establish:
 	› design for recycling criteria and recyclability performance  

grades (Article 6, paragraph 4);
 	› methodology for assessing recycled material at scale by packaging  

category (Article 6, paragraph 5).

Regulatory reference

Obligated party

Article 6.

Manufacturers.

Means of verification –  
EU declaration of conformity

The packaging manufacturer must assess the recyclability of 
packaging on the basis of EU delegated acts issued on: design for 
recycling criteria, recyclability performance grades 16 and metho-
dology for assessing the achievement of the target for recycled 
content at scale, set for the packaging category covered in Table 3 
of Annex II to Regulation 2025/40, which includes the packaging in 
question.
Compliance with the recyclability requirements 19 shall be demon-
strated in the technical documentation for packaging as provided 
in Annex VII of Regulation 2025/40, which shall be drawn up by 
the packaging manufacturer itself (see Chapter 4.1 on the confor-
mity assessment procedure). Where a unit of packaging includes 
integrated components 20 , the assessment of conformity with the 
design for recycling criteria and with the requirements for recycla-
bility at scale shall include all integrated components. A separate 
assessment shall then be carried out for integrated components 
that can become separated from each other as a result of mecha-
nical stress during transportation or sorting, or that may be dispo-
sed of separately in the packaging waste collection system: in this 
case, the definition of “separate components” shall apply 21 .

2.2.6

19

20

21

Paragraphs 2 and 3 of Article 6 of Regulation 
2025/40.

A single recyclability assessment must be 
provided in the case of packaging consisting 
of a single component or a set of integrated 
components (e.g. bottle with cap and label), 
while it must be provided for each compo-
nent in the case of packaging consisting of 
separate components. “Integrated compo-
nent” (Article 3, paragraph 43 of Regulation 
2025/40) means “a packaging component, 
whether or not of the same material as, or 
distinct from, the main body of the packa-
ging unit, that is integral to the packaging 
unit and its functioning, that does not need 
to be separated from the main body of the 
packaging unit in order to ensure the fun-
ctionality of the packaging unit and that is 
typically discarded at the same time as the 
main body of the packaging unit, although 
not necessarily via the same disposal route”.

“Separate component” means a packaging 
component, whether or not from the same 
material as the main body of the packaging 
unit, that is distinct from the main body of 
the packaging unit, that needs to be disas-
sembled completely and permanently from 
the main body of the packaging unit and that 
is typically discarded prior to and separately 
from the main body of the packaging unit, 
including packaging components that can be 
separated from each other simply through 
mechanical stress during transportation or 
sorting (Article 3, paragraph 44 of Regulation 
2025/40).

22

Packaging categories that do not reach a 
rate of 55% for recycling at scale at Europe-
an level by 1 January 2035 will no longer be 
allowed on the European market.

2.2.7
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Questions related to this section are listed below. The answers, to-
gether with the full list of questions, can be found in the dedicated 
chapter (Chapter 6 – FAQ):

Are there already technical protocols for assessing the recyclabi-
lity of flexible plastic packaging that can be used to meet regula-
tory requirements?

Can PET trays that use a peelable heat-sealed PET film that is not 
recyclable continue to use this type of film, given that it accounts 
for a minimal percentage of the plastic?

What tests are used to demonstrate the recyclability of a packa-
ging material?

“Recyclability grades” have been defined: how does the criterion 
for this classification work? How is it calculated?

What are the criteria for considering packaging recyclable (gra-
des A, B and C) until provisions are established? Is it already pos-
sible to define it as such? Is it mandatory or optional to declare 
the percentage of recycled plastic?

2.2|F1

2.2|F2

2.2|F3

2.2|F4

2.2|F5

Means of verification

Exemptions

Penalties

Checks

The packaging manufacturer must assess the recyclability of packaging 
on the basis of EU delegated acts and provide evidence of this through 
technical documentation in accordance with the procedure set out in  
Annex VII.

 	› Primary packaging and outer packaging of medicinal products for  
human use and veterinary medicinal products;

 	› Contact-sensitive plastic packaging used for medical  
and medical diagnostic devices;

 	› Contact-sensitive packaging for infant formula and follow-on formula, 
processed cereal-based food and baby food, and food for special 
medical purposes;

 	› Packaging used for transporting dangerous goods;
 	› Sales packaging made from lightweight wood, cork, textile, rubber, 

ceramic or porcelain.

Responsibility of each EU Member State.

Responsibility of each EU Member State.

FAQ ?Recyclable
packaging

2.2.8
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2.3 Minimum recycled 
content in plastic 
packaging

2032 20402026

Deadlines for businesses

Timetable for the European Commission

2030

By  
31 December

 	› Methodology for calculating and verifying  
the percentage of recycled content –  
implementing act;

 	› Definition of sustainability criteria for  
plastic recycling technologies – delegated act;

 	› Definition of the methodology for assessing, verifying  
and certifying the equivalence of standards applied  
to post-consumer plastic waste recycled or  
collected outside the EU – implementing act

From 
1 January

From 
1 January

By  
12 February

The Commission will assess:
 	› the feasibility of achieving the 

2040 targets;
 	› the use of recycled materials 

in non-plastic packaging and, 
if appropriate, propose new 
measures or targets.

The text of this section  

refers to the content  

of Article 7 of Regulation 2025/40; 

other regulatory references will be 

duly indicated in a note.

Design requirement

RECYCLED CONTENT
Minimum recycled material content for plastic packaging

Delegated acts or
implementing acts

Regulatory reference

Article 7.

Any plastic parts 
of the packaging:

Any plastic parts 
of the packaging:

30%

30%

10%

35%

65%

50%

25%

65%

1
PET

1
PET

Other Other

      SUP
Contact-sensitive 

Other

      SUP
Contact-sensitive 

Other
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a.	30% for contact-sensitive packaging made from polyethylene 
terephthalate (PET) as the major component, except single-u-
se plastic beverage bottles; 

b.	10% for contact-sensitive packaging made from plastic mate-
rials other than PET, except single-use plastic beverage bott-
les;

c.	30% for single-use plastic beverage bottles;
d.	35% for plastic packaging other than those referred to in points 

(a), (b) and (c) 23 .

By 1 January 2040, any plastic part of packaging placed on the 
market shall contain a specific minimum percentage of recycled 
material obtained from post-consumer plastic waste, per packa-
ging type and format as referred to in Table 1 of Annex II of Regu-
lation 2025/40, calculated as an average per manufacturing plant 
and year:
a.	50% for contact-sensitive packaging made from PET as the major 

component, except single-use plastic beverage bottles; 
b.	25% for contact-sensitive packaging made from plastic mate-

rials other than PET, except single-use plastic beverage bott-
les;

c.	65% for single-use plastic beverage bottles;
d.	65% for plastic packaging other than those referred to in points 

(a), (b) and (c) 24 .

Exemptions from the measure

The minimum recycled content percentages will not apply to: 
a.	primary packaging as defined in Article 1, paragraph 23 of Di-

rective 2001/83/EC and Article 4, paragraph 25 of Regulation 
(EU) 2019/6;

b.	contact-sensitive plastic packaging of medical devices, devices 
exclusively destined for research use and investigational devi-
ces covered by Regulation (EU) 2017/745;

c.	contact-sensitive plastic packaging of in vitro diagnostic medi-
cal devices covered by Regulation (EU) 2017/746;

d.	outer packaging as defined in Article 1, paragraph 24 of Directive 

23

24

Article 7, paragraph 1 of Regulation 2025/40.

Article 7, paragraph 2 of Regulation 2025/40.

2.3.5

Objective

To encourage an increase in the amount of recycled material in the 
plastic part of packaging and to promote the market for secondary 
raw materials.

Scope

All plastic parts of packaging placed on the EU market.

Deadlines and timeframes 

By 1 January 2030 (or three years after the entry into force of the 
implementing act establishing the methodology for calculating and 
verifying the percentage of recycled content, whichever is later, 
see paragraph 8 of article 7 of Regulation 2025/40), all plastic par-
ts of packaging placed on the market must comply with the mini-
mum percentages of recycled content from post-consumer plastic 
waste indicated in Article 7, paragraph 1 of Regulation 2025/40.
By 1 January 2040, all plastic parts of packaging placed on the 
market must contain the minimum percentages of recycled mate-
rial specified in Article 7, paragraph 2 of Regulation 2025/40. 

Content of the measure 

By 1 January 2030 (or three years after the date of entry into force 
of the implementing act referred to in paragraph 8 of Article 7, whi-
chever is later), all plastic parts of packaging placed on the market 
shall contain a specific minimum percentage of recycled material 
obtained from post-consumer plastic waste, by type and format of 
packaging, as listed in Table 1 of Annex II to Regulation 2025/40. 
The percentage is calculated as an average per manufacturing 
plant and per year:

2.3.1

2.3.2

2.3.3

2.3.4

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02001L0083-20250101
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02001L0083-20250101
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02019R0006-20220128

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02019R0006-20220128

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02017R0745-20250110

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02017R0746-20250110

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02001L0083-20250101
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NOTE
 	› The recycled material content must originate from post-consu-

mer plastic waste that:
a.	has been collected within the Union on the basis of Regu-

lation 2025/40 and, where applicable, national rules tran-
sposing Directive (EU) 2019/904 and Directive 2008/98/EC, 
or has been collected in a third country in accordance with 
separate collection rules aimed at promoting high-quali-
ty recycling equivalent to those referred to in Regulation 
2025/40, Directive (EU) 2019/904 and Directive 2008/98/
EC, as applicable; and

b.	where applicable, has been recycled in an installation loca-
ted in the Union to which Directive 2010/75/EU applies, or 
has been recycled in an installation located in a third coun-
try to which rules on the prevention and reduction of emis-
sions into air, water and land associated with recycling 
operations apply; those rules are equivalent to those con-
cerning emissions limits and environmental performance 
levels established in accordance with Directive 2010/75/
EU and applicable to an installation established in the 
Union carrying out the same activity; the above condition 
shall only apply where such limits and levels would be ap-
plicable to an installation located in the Union and carrying 
out the same activity as a similar installation located in a 
third country.

 	› By 31 December 2026, the Commission shall adopt implemen-
ting acts to establish the methodology for calculating and 
verifying the percentage of recycled content recovered from 
post-consumer plastic waste recycled and recovered within 
the Union, and the format of the technical documentation re-
ferred to in Annex VII to Regulation 2025/40. For that purpose, 
the Commission shall take into account the use of secondary 
raw materials that are of sufficient quality when compared to 
the original material that they can be used to substitute pri-
mary raw materials. 25 

25

Article 7, paragraph 8 of Regulation 2025/40.

2001/83/EC and outer packaging as defined in Article 4, para-
graph 26 of Regulation (EU) 2019/6 in cases where such packa-
ging is necessary to comply with specific requirements to pre-
serve the quality of the medicinal product;

e.	compostable plastic packaging;
f.	 packaging used for the transport of dangerous goods in accor-

dance with Directive 2008/68/EC;
g.	contact-sensitive plastic packaging for food that is intended 

only for infants and young children, food for special medical 
purposes and packaging for drinks and food typically used for 
young children as referred to in Article 1, paragraph 1, points 
(a), (b) and (c), of Regulation (EU) 609/2013;

h.	packaging of supplies, components and immediate packaging 
components for the manufacturing of medicinal products in 
accordance with Directive 2001/83/EC and veterinary medici-
nal products in accordance with Regulation (EU) 2019/6, where 
such packaging is needed to be in line with the quality stan-
dards of the medicinal product;

i.	 plastic packaging that is intended to come into contact with 
food where the quantity of recycled content poses a threat to 
human health and results in non-compliance of packaged pro-
ducts with Regulation (EC) 1935/2004;

j.	 any plastic part representing less than 5% of the total weight of 
the whole packaging unit.

 
Means of verification – 
EU declaration of conformity 

Compliance with the requirements regarding the minimum content 
of recycled material in plastic packaging shall be demonstrated by 
manufacturers or importers in the technical information on packa-
ging referred to in Annex VII to Regulation 2025/40 (see Chapter 
4.1 on the conformity assessment procedure).

2.3.6

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32019L0904
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02008L0098-20240218
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32019L0904
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02008L0098-20240218
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02008L0098-20240218
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02010L0075-20240804
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02010L0075-20240804
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02010L0075-20240804
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02001L0083-20250101
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02019R0006-20220128

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02008L0068-20250213
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02013R0609-20250901

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02001L0083-20250101
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02019R0006-20220128

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02004R1935-20210327
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Minimum recycled content in plastic packaging

sion shall adopt such a delegated act only in exceptional cases 
where there would be severe adverse effects for human or ani-
mal health, the security of food supply or the environment.

 	› By 12 February 2032, taking into account the evolution of the 
state of the art of technology and the practical experience gai-
ned by economic operators and Member States, the Commis-
sion shall present a report reviewing the implementation of the 
minimum percentages of recycled material for 2030 and asses-
sing: the extent to which those percentages lead to solutions 
fostering sustainable packaging that are effective and easy to 
implement; the feasibility of achieving the percentages set for 
2040 based on the experience gained in achieving the percen-
tages for 2030 and the evolution of circumstances; the impor-
tance of maintaining the exemptions and derogations provided 
for; the need or appropriateness of setting new minimum per-
centages of recycled material. That report shall, where appro-
priate, be accompanied by a legislative proposal amending Ar-
ticle 7 of Regulation 2025/40, in particular the 2040 minimum 
percentages of recycled material.

 	› By 12 February 2032, the Commission shall review the situation 
regarding the use of recycled packaging materials in packaging 
other than plastics and, on that basis, assess the appropriate-
ness of establishing measures, or setting targets, for increa-
sing the use of recycled material in such other packaging, and, 
where appropriate, present a legislative proposal.

Regulatory reference

Article 7.

 	› By 1 January 2029 (or 24 months after the date of entry into 
force of the implementing act, whichever is later), the calcu-
lation and verification of the percentage of recycled material 
content in packaging shall comply with the rules laid down in 
the implementing act. 26  

 	› By 31 December 2026, the Commission shall, on the basis of 
the assessment referred to in the second sub-paragraph of 
paragraph 8, adopt delegated acts (pursuant to Article 6, 
paragraph 4 of Regulation 2025/40) supplementing Regula-
tion 2025/40 by establishing sustainability criteria for plastic 
recycling technologies. 27 For the purposes of Article 7 of Re-
gulation 2025/40, recycled content shall be recovered from 
post-consumer plastic waste that has been recycled either in:
a.	installations located within the Union using recycling tech-

nologies which meet such sustainability criteria establi-
shed pursuant to Article 7, paragraph 9 of Regulation 
2025/40; or

b.	installations located in a third country using recycling te-
chnologies in accordance with standards equivalent to the 
sustainability criteria developed under the delegated acts.

 	› By 31 December 2026, the Commission shall adopt an imple-
menting act establishing the methodology for assessing, veri-
fying and certifying, including through third-party audit, the 
equivalence of the rules applied in cases where the recycled 
content obtained from post-consumer plastic waste is recycled 
or collected outside the Union. 

 	› By 1 January 2028, the Commission shall assess the need for 
derogations from the minimum recycled content percentage 
referred to in Article 7, paragraph 1, points (b) and (d), for spe-
cific plastic packaging, or the revision of the list of exceptions 
in Article 7, paragraph 4 for specific plastic packaging, adju-
sting the scope and timing accordingly. 

 	› Where justified by the unavailability or excessive prices of spe-
cific recycled plastics, which make it excessively difficult to 
comply with the minimum recycled content percentages, the 
Commission shall be empowered to adopt a delegated act to 
amend paragraphs 1 and 2 of Article 7 of Regulation 2025/40, 
adjusting the minimum percentages accordingly. The Commis-

26

27

Article 7, paragraph 8 of Regulation 2025/40.

The European Commission’s intention is not 
to exclude any recycling technology a priori, 
but to assess the environmental impact of 
each one, favouring those with the lowest 
environmental impact.

Summary table2.3.7
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Deadline (by when)

Obligation

 	› By 1 January 2030 (or three years after the entry into force of the 
implementing act establishing the methodology for calculating and 
verifying the percentage of recycled content, whichever is later – see 
paragraph 8 of article 7) for the minimum percentages of recycled 
content from post-consumer plastic waste indicated in Article 7, 
paragraph 1:
a.	 30% for contact-sensitive packaging made from polyethylene tere-

phthalate (PET) as the major component, except single-use plastic 
beverage bottles;

b.	 10% for contact-sensitive packaging made from plastic materials 
other than PET, except single-use plastic beverage bottles;

c.	 30% for single-use plastic beverage bottles;
d.	 35% for plastic packaging other than those referred to in points (a), 

(b) and (c).
 	› By 1 January 2040 for the minimum percentages of recycled material 

indicated in Article 7, paragraph 2:
a.	 50% for contact-sensitive packaging made from PET as the major com-

ponent, except single-use plastic beverage bottles;
b.	 25% for contact-sensitive packaging made from plastic materials 

other than PET, except single-use plastic beverage bottles;
c.	 65% for single-use plastic beverage bottles;
d.	 65% for plastic packaging other than those referred to in points (a), 

(b) and (c).

All plastic parts of packaging placed on the EU market must contain the 
minimum percentages of recycled material obtained from post-consumer 
plastic waste specified in Article 7 (paragraphs 1 and 2).

Means of verification

Exemptions

Penalties

Checks

The manufacturer or importer shall demonstrate compliance with the 
requirements on the minimum recycled content of plastic packaging in 
the technical information and declaration of compliance (Annexes VII and 
VIII) and shall declare under its responsibility that the packaging complies 
with the requirements on the recycled content of plastic packaging. The 
Commission shall establish the format of the technical documentation 
referred to in Annex VII.

Please refer to section 2.3.5 “Exemptions from the measure”.

Responsibility of each EU Member State.

Responsibility of each EU Member State.

Obligated party

Manufacturers or importers.

Criterion

The Commission shall adopt implementing acts to establish the 
methodology for calculating and verifying the percentage of recycled 
content obtained from post-consumer plastic waste recycled and recovered 
within the EU. 
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The text of this section refers to the content of Article 8 of Regula-
tion 2025/40; other regulatory references will be duly indicated in 
a note.

2.4 Biobased feedstock 
in plastic packaging

Objective

The European Commission will evaluate a legislative proposal to 
establish sustainability requirements and targets to increase the 
use of biobased feedstock in plastic packaging.

Scope

Plastic packaging containing biobased feedstock.

Deadlines and timeframes 

By 12 February 2028, the EU Commission shall review the state 
of technological development and environmental performance of 
biobased plastic packaging based on the sustainability criteria set 
out in Article 29 of Directive (EU) 2018/2001 (on the promotion of 
the use of energy from renewable sources). 

2.4.1

2.4.2

2.4.3

Questions related to this section are listed below. The answers, to-
gether with the full list of questions, can be found in the dedicated 
chapter (Chapter 6 – FAQ):

How does recycled packaging fit in with the 
safety assessment of cosmetics?

How can the suitability of a plastic film containing recycled ma-
terial be verified?

In the case of plastic packaging, what are the minimum recycled 
content thresholds and when will they come into force?

How should Article 7.5.a be interpreted with regard to packaging 
that poses a risk to human health?

2.3|F1

2.3|F2

2.3|F3

2.3|F4

FAQ Minimum recycled content 
in plastic packaging ?2.3.8

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02018L2001-20240716
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Deadline (by when)

Obligation

By 12 February 2028, the European Commission may present a legislative 
proposal.

Not currently applicable.

Criterion

Means of verification

Exemptions

Penalties

Checks

Not currently applicable.

The manufacturer or importer shall, where necessary, demonstrate 
compliance with the requirements of Article 8 by including the required 
information in the declaration of conformity.

None currently planned.

Responsibility of each EU Member State.

Responsibility of each EU Member State.

Regulatory reference

Obligated party

Article 8.

Manufacturers or importers.

2.4.4 Content of the measure 

Based on the review of the state of technological development, the 
Commission shall, where appropriate, present a legislative propo-
sal in order to:
a.	lay down sustainability requirements for biobased feedstock in 

plastic packaging;
b.	lay down targets to increase the use of biobased feedstock in 

plastic packaging;
c.	introduce the possibility to achieve the targets set out in Article 

7, paragraphs 1 and 2 of Regulation 2025/40, on the minimum 
recycled material in packaging, by using biobased plastic fe-
edstock instead of recycled content obtained from post-con-
sumer plastic waste 28 in the event that suitable recycling 
technologies for food-contact packaging complying with the 
requirements laid down in Regulation (EU) 2022/1616 are not 
available;

d.	amend, where appropriate, the definition of biobased plastic set 
out in Article 3, paragraph 53.

Exemptions from the measure 

None currently planned.

Means of verification – 
EU declaration of conformity 

None currently planned.

2.4.5

2.4.6

28

By 2028, the Commission shall assess the 
possibility of using (virgin) biobased feed-
stock as an alternative to recycled materials 
to achieve the targets set out in Article 7 of 
Regulation 2025/40 and shall take a decision 
in this regard.

Summary table2.4.7

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02022R1616-20250316
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2.5 Compostable
packaging

2026

Deadlines for businesses

Timetable for the European Commission

2028

By  
12 February

The Commission will request European standardisation organisations 
to prepare harmonised standards for industrial and 

home composting of packaging.

Member States may decide to extend compostability to other types 
of packaging made of materials other than metal, with particular 
reference to non-permeable tea, coffee or other beverage system 
single-serve units intended for use in a machine, and used and di-
sposed of together with the product.

*

From 
12 February

The following packaging * must be compostable 
(industrial composting):
 	› permeable tea, coffee or other beverage 

bags, or soft after-use system single-
serve units that contain tea, coffee or 
another beverage, and intended to be used 
and disposed of together with the product;

 	› sticky labels applied to fruit and 
vegetables.

The text of this section  

refers to the content  

of Article 9 of Regulation 2025/40; 

other regulatory references will be 

duly indicated in a note.

Design requirement

COMPOSTABILITY
Compostable packaging

Regulatory reference

Article 9.



58                                     59                                     

Exemptions from the measure

No exemptions are provided for.

Means of verification – 
EU declaration of conformity 

Compliance with the requirements relating to the compostability 
of packaging 29 shall be demonstrated in the technical information 
on packaging set out in Annex VII to Regulation 2025/40 (see Chap-
ter 4.1 on the conformity assessment procedure). The declaration 
of conformity shall comply with the provisions of Annex VIII to Re-
gulation 2025/40.

NOTE
 	› Member States have the (additional) power to require biode-

gradable and compostable packaging to comply with the home 
composting standards referred to in Article 9 paragraph 6 of 
Regulation 2025/40.

 	› By 12 February 2028, packaging other than that referred to in 
paragraphs 1 and 2 of Regulation 2025/40, including packaging 
made from biodegradable plastic polymers and other biode-
gradable materials, shall be designed for material recycling in 
accordance with Article 6 of Regulation 2025/40 without com-
promising the recyclability of other waste streams.

 	› Where Member States allow waste with similar biodegradabi-
lity and compostability properties as bio-waste to be collected 
together with bio-waste, and where adequate collection sy-
stems and waste treatment infrastructure are in place to en-
sure that compostable packaging enters the bio-waste mana-
gement stream, Member States may require that the following 
packaging shall also be made available on their market for the 
first time only if the packaging is compostable:
a.	packaging consisting of non-permeable single-serve uni-

ts intended for a system for the preparation of tea, cof-
fee or other beverages, to be used in a machine and used 
and disposed of together with the product (referred to in 

29

Article 9, paragraphs 1 to 3 of Regulation 
2025/40.

2.5.5

2.5.6

Objective

Establish general rules for the use of compostable packaging and 
introduce/update uniform definitions and standards (e.g. home 
and industrial composting), strengthen infrastructure in Mem-
ber States, and prevent cross-contamination of traditional plastic 
recycling streams and bio-waste collection through effective com-
munication with citizens.

Scope

Packaging placed on the market that is compatible with industrial 
composting standards, i.e. packaging that meets the conditions 
set out in Annex III to Regulation 2025/40. In particular, packaging 
included in the scope of mandatory compostability is:
 	› permeable tea, coffee or other beverage bags, or soft after-use 

system single-serve units that contain tea, coffee or another 
beverage, and intended to be used and disposed of together 
with the product;

 	› sticky labels applied to fruit and vegetables.

Deadlines and timeframes 

By 12 February 2028.

Content of the measure 

Packaging placed on the market as referred to in Article 3, pa-
ragraph 1, point (1)(f): permeable tea, coffee or other beverage 
bags, or single-serve, single-use units that are soft after use, 
which contain tea, coffee or another beverage, and are intended 
to be used and disposed of together with the product, and sticky 
labels affixed to fruit and vegetables shall be compatible with the 
standards for composting in industrially controlled conditions in 
bio-waste treatment facilities and shall be compatible, where re-
quired by the Member States, with home composting standards.

2.5.1

2.5.4

2.5.2

2.5.3
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Deadline (by when)

Obligation

By 12 February 2028.  

The following items must be compostable:
 	› permeable tea, coffee or other beverage bags, or soft after-use system 

single-serve units that contain tea, coffee or another beverage,  
and intended to be used and disposed of together with the product;

 	› sticky labels applied to fruit and vegetables.

Criterion

Means of verification

Exemptions

Penalties

Checks

Please refer to Annex VII.

The manufacturer shall complete a written declaration of conformity 
(Annexes VII and VIII) and declare under its responsibility that the 
packaging complies with the requirements for compostability of packaging. 

No exemptions are provided for.

Responsibility of each EU Member State.

Responsibility of each EU Member State.

Obligated party

Manufacturers or importers.

30

31

Biodegradable waste should not lead to the 
presence of contaminants in the compost 
produced. The requirements of harmonised 
standard EN 13432 “Packaging – Require-
ments for packaging recoverable by compo-
sting and biodegradation – Test scheme and 
evaluation criteria for final acceptance of 
packaging” should be revised with regard to 
composting times, permissible levels of con-
tamination and restrictions on the release of 
microplastic to allow those materials to be 
processed in bio-waste treatment facilities in 
an appropriate manner. In addition, a similar 
standard for home composting should be 
established in the Union.

That is, it is of such biodegradable nature 
that it allows the packaging to undergo phy-
sical or biological decomposition, including 
anaerobic digestion, resulting ultimately in 
conversion into carbon dioxide and water, 
new microbial biomass, mineral salts, and, 
in the absence of oxygen, methane.

Article 3 paragraph 1, point (1)(g)), composed of material 
other than metal, very lightweight plastic carrier bags and 
lightweight plastic carrier bags;

b.	packaging other than that referred to in the previous point 
for which Member States have already introduced compo-
stability requirements prior to 12 August 2026.
 	› The Commission may consider including other packa-

ging among those that should be placed on the mar-
ket only if they are compatible with industrial or home 
composting standards, if justified and appropriate in 
light of technological and regulatory developments.

 	› Article 9 of Regulation 2025/40 allows Member States a 
certain degree of flexibility, but in accordance with the 
single market, this flexibility is subject to compliance 
with the TRIS notification procedure.

 	› By 12 February 2026, the Commission shall request Eu-
ropean standardisation organisations to prepare har-
monised standards setting out the detailed technical 
specifications for the home compostability require-
ments for packaging 30. By 12 February 2028, packa-
ging other than that referred to in paragraphs 1 and 
2, including packaging made of biodegradable plastic 
polymers and other biodegradable materials 31, shall 
be designed for material recycling in accordance with 
Article 6 without affecting the recyclability of other 
waste streams.

Regulatory reference

Article 9.

Compostable packaging

Summary table2.5.7

https://technical-regulation-information-system.ec.europa.eu/en/home
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Must packaging not included in Articles 9.1 and 9.2 still be 
recyclable as well as compostable?

How should Article 9.2 be interpreted in terms of non-com-
postable plastic capsules when the Member State requires 
compostability? Will they be banned or will the dual option 
of compostable and non-compostable remain?

2.5|F6

2.5|F7

Questions related to this section are listed below. The answers, to-
gether with the full list of questions, can be found in the dedicated 
chapter (Chapter 6 – FAQ):

Will capsules and bags for coffee or other beverages be subject to 
compostability requirements?

According to Regulation 2025/40, will tea filters be considered 
packaging? Do we therefore need to amend all disposal tables to 
include disposal provisions for tea filters?

Will capsules and bags for coffee or other beverages have to be 
compostable, or will each country in Europe be able to decide 
whether to make compostability mandatory, based on its own 
recycling chain?

What are the requirements for compostable packaging?

2.5|F1

2.5|F2

2.5|F3

2.5|F4

With regard to coffee bags, will the filter paper that ma-
kes up the bags be considered packaging under Regulation 
2025/40?

2.5|F5

FAQ Compostable 
packaging ?2.5.8
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2.6 Packaging  
minimisation

2027

Deadlines for businesses

Timetable for the European Commission

2028 2030

Filling materials – paper scraps, air cushions, bubble wraps, 
sponge fillers, foam fillers, wood wool, polystyrene or  
Styrofoam chips – are considered “empty space”.

*

By  
12 February

The European Commission will 
request European standardisation 

organisations to develop 
a standard methodology for 

calculating compliance 
with packaging minimisation 

requirements.

By  
12 February

Implementing acts for 
the methodology for calculating 

the empty space ratio 
in grouped, transport and 

e-commerce packaging.

From 
12 February

Packaging for sale (with the exception of packaging 
in re-use schemes) must be designed so that empty space 
is minimised.*

From 1 January
(or 3 years after the entry into force of the implementing act)

 	› Packaging designed to minimise weight and volume  
(attention to double walls, false bottoms and unnecessary layers);

 	› Compliance must be demonstrated through technical documentation;
 	› Grouped, transport and e-commerce packaging (with the exception  

of those in re-use circuits) may not have more than 50% empty space.

By  
12 February

The Commission will review the empty space ratio 
and assess the possibility of establishing specific 

proportions for retail sales, particularly for toys, 
cosmetics, DIY kits and electronic products.

2032

The text of this section 

refers to the content 

of Article 10 of Regulation 2025/40; 

other regulatory references will be 

duly indicated in a note.

Design requirement

REDUCTION
Packaging minimisation

Delegated acts or
implementing acts

Regulatory reference

Articles 10 and 24.
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Exemptions from the measure 

 Packaging placed on the market may not comply with the content 
of this measure if: 
 	› the packaging is protected by a Community design in accor-

dance with Regulation (EC) 6/2002 on Community designs, by 
designs falling within the scope of Directive 98/71/EC on the 
legal protection of designs, or by international agreements ha-
ving effect in one of the Member States;

 	› the shape is a trademark that falls within the scope of Regu-
lation (EU) 2017/1001 on the European Union trademark or Di-
rective (EU) 2015/2436 on trademarks, including trademarks 
registered under international agreements that have effect in 
one of the Member States. These exemptions listed in Article 
10 of Regulation 2025/40 on packaging minimisation apply only 
to designs and trademarks protected before 11 February 2025 
and only where the application of these requirements would 
affect: 
1.	 the design of the packaging in such a way as to alter its no-

velty or individual character, or 
2.	the trademark in such a way that the trademark can no 

longer distinguish the trademarked good from goods of 
another undertaking.

 	› the packaged product or beverage benefits from a geographi-
cal indication protected under Union law, such as under Re-
gulation (EU) 1308/2013 for wine, Regulation (EU) 2019/787 for 
spirit drinks or Regulation (EU) 2023/2411 for craft and indu-
strial products, or is covered by a quality scheme as referred 
to in Regulation (EU) 2024/1143.

2.6.5Objective

Reduce the weight and volume of packaging to the minimum ne-
cessary to ensure its functionality, taking into account its shape 
and material, in order to generate less environmental impact. 

Scope

All packaging, regardless of material, with particular attention to 
limiting empty the space in grouped and transport packaging, in-
cluding e-commerce packaging.

Deadlines and timeframes 

From 1 January 2030. 

Content of the measure 

The manufacturer or importer shall ensure that the packaging pla-
ced on the market is designed so that its weight and volume is re-
duced to the minimum necessary to ensure its functionality, taking 
account of the shape and material from which the packaging is 
made, in accordance with the performance criteria set out in An-
nex IV to Regulation 2025/40 on the methodology for packaging 
minimisation assessment. 
Packaging with characteristics that aim only to increase the percei-
ved volume of the product (including double walls, false bottoms, 
layers not necessary to fulfil the main function) may not be placed 
on the market. In order to comply with the packaging minimisa-
tion requirements, particular attention should be paid to limiting 
the empty space in grouped and transport packaging, including 
e-commerce packaging.

2.6.1

2.6.2

2.6.3

2.6.4

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02002R0006-20250501

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:31998L0071
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02017R1001-20170616

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02017R1001-20170616

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02015L2436-20151223
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02015L2436-20151223
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02013R1308-20241108

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02013R1308-20241108

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02019R0787-20240513

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=OJ:L_202302411

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02024R1143-20240423
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Deadline (by when)

Obligation

By 1 January 2030 . For deadlines relating to Article 24, please refer to the 
further reading below on “Excessive packaging”

 	› Packaging optimised in terms of weight and volume. 33  
 	› Compliance with the performance criteria set out in Annex IV. 34 

Criterion

By 12 February 2027, there will be new European standards establishing 
the methodology for the calculation and measurement of compliance with 
the requirements concerning packaging minimisation under Regulation 
2025/40. 35 

Packaging minimisation

Regulatory reference

Obligated party

Article 10.

Manufacturers or importers.

33

34

35

Beware of packaging with characteristics 
that aim only to increase the perceived vo-
lume of the product (including double walls, 
false bottoms, layers not necessary to fulfil 
the main function) – Article 10, paragraph 2.

For reusable packaging, point (8), Part A of 
Annex IV specifies that packaging minimi-
sation must ensure reusability, recyclability 
and/or the inclusion of recycled content, i.e. 
it may be necessary to increase the weight 
or volume of the packaging to increase the 
number of movements or rotations, facilitate 
the inclusion of recycled material or improve 
recyclability. 

Article 10, paragraph 3 of Regulation 
2025/40.

Means of verification – 
EU declaration of conformity

The conformity of packaging placed on the market with the requi-
rements of Article 10, paragraphs 1 and 2, on packaging minimisa-
tion must be demonstrated by the technical documentation con-
tained in Annex VII to Regulation 2025/40. 32

The technical documentation shall contain the following ele-
ments:
a.	an explanation of the technical specifications, standards and 

conditions used to assess the packaging against the perfor-
mance criteria (Part A) and methodology (Part B) set out in 
Annex IV;

b.	identification of the design requirements that prevent further 
reduction of the weight or volume of the packaging for each of 
the above performance criteria;

c.	any test results, studies or other relevant sources, such as mo-
delling and simulations, used to assess the minimum neces-
sary volume or weight of the packaging.

NOTE
By 12 February 2027, the Commission shall request the European 
standardisation organisations to prepare or update, as appropria-
te, harmonised standards laying down the methodology for the 
calculation and measurement of compliance with the requiremen-
ts concerning packaging minimisation under Regulation 2025/40. 
For most common packaging types and formats, such standards 
should specify maximum adequate weight and volume limits, and, 
where appropriate, wall thickness and maximum empty space. 

32

For reusable packaging, the assessment of 
conformity with the requirements shall take 
into account the function of reusable packa-
ging as referred to in Article 11 of Regulation 
2025/40.

2.6.6 Summary table2.6.7

Means of verification

The manufacturer shall:
 	› draw up the technical documentation referred to in Annex VII and Article 

10, paragraph 4; 
 	› complete a written declaration of conformity.
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Criterion
37

38

39

“By 12 February 2028, the Commission 
shall adopt implementing acts to establish 
the methodology for the calculation of the 
empty space ratio. That methodology shall 
take into account the special characteristics 
of packaging which needs to be placed in an 
empty space that is large enough to comply 
with applicable legal requirements or to 
protect the product, such as, in particu-
lar, packaged products of irregular shape, 
packaging containing more than one sales 
packaging or product, packaging contai-
ning liquid products, packaged products 
the content of which can easily be damaged 
and packaged products that can be dama-
ged by larger products due to their small 
dimensions, and the minimum space on the 
transport packaging to enable shipment 
labels to be affixed.” – Article 24, paragraph 
2 of Regulation 2025/40.

Regulation 2025/40 establishes that empty 
space is the difference between the total 
volume of the grouped packaging, transport 
packaging or e-commerce packaging and 
the volume of the sales packaging contained 
therein; Regulation 2025/40 also provides 
a definition of “empty space ratio”: the 
ratio of void space to the total volume of the 
grouped packaging, transport packaging or 
e-commerce packaging.
Filling materials – paper scraps, air cu-
shions, bubble wraps, sponge fillers, foam 
fillers, wood wool, polystyrene or Styrofoam 
chips – are considered “empty space”.

This applies only when the same packa-
ging used for sale is used for e-commerce 
packaging. This is without prejudice to the 
obligation for such packaging to comply with 
the requirements of Article 10.

Means of verification

Exemptions

Penalties

Checks

 	› By 12 February 2028, implementing acts to establish the methodology 
for calculating the empty space ratio referred to in paragraph 1 of 
Article 24.

 	› By 12 February 2032, review of the empty space ratio (referred to in 
paragraph 1 of Article 24) as well as exemptions and possibilities for 
establishing empty space ratios for sales packaging, particularly for 
toys, cosmetics, do-it-yourself kits and electronic products. 

Pending the implementing act that will establish the methodology for the 
calculation of the empty space ratio. 38

 	› Sales packaging used as e-commerce packaging  
(Article 24, paragraph 5); 39 

 	› Reusable packaging used as part of a re-use system  
(Article 24, paragraph 5).

Responsibility of each EU Member State.

Responsibility of each EU Member State.

Exemptions

Penalties

Checks

Please refer to section 2.6.5, which covers paragraph 2 of Article 10.

Responsibility of each EU Member State.

Responsibility of each EU Member State.

Excessive packaging

FURTHER READING 36

Regulatory reference

Obligated party

36

The provision referred to in Article 10 ap-
plies to all types of packaging, except for 
the specific exclusions provided for in the 
same article, and requires manufacturers or 
importers to place on the market packaging 
designed so that its weight and volume is re-
duced to the minimum necessary to ensure 
its functionality, taking account of the shape 
and material from which the packaging is 
made.
Article 24, on the other hand, requires only 
economic operators who fill grouped packa-
ging, transport packaging or e-commerce 
packaging to ensure that the maximum emp-
ty space ratio, expressed as a percentage, 
does not exceed 50%.

Article 24.

Economic operator filling grouped packaging, transport packaging, 
e-commerce packaging or sales packaging.

Deadline (by when)

 	› By 1 January 2030 or 3 years after the entry into force of the delegated 
acts (for the obligation to ensure that the empty space ratio does not 
exceed 50%, Article 24, paragraph 1).

 	› By 12 February 2028 (for the obligation to fill packaging so that empty 
space is reduced to the minimum necessary, Article 24, paragraph 4).

The empty space ratio shall not exceed 50% (Article 24, paragraph 1) and 
empty space shall be reduced to the minimum necessary for ensuring 
the packaging functionality, including product protection (Article 24, 
paragraph 4). 37 

Obligation
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Questions related to this section are listed below. The answers, to-
gether with the full list of questions, can be found in the dedicated 
chapter (Chapter 6 – FAQ):

Will it be possible to maintain the aesthetic style required 
by the cosmetics sector, for example the use of double-walled jars 
and caps?

What is the criterion for determining whether packaging is di-
sproportionate to its contents? Who should verify this and how?

Which types of packaging should be strictly avoided/reduced?

How can we distinguish between the requirements of Article 10 
(minimisation) and those of Article 24 (empty space)? Are these 
two different issues?

2.6|F1

2.6|F2

2.6|F3

2.6|F4

Does the obligation to minimise weight and volume apply to all 
packaging materials?

2.6|F5

FAQ Packaging
minimisation ?2.6.8
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2.7 Reusable
packaging

Deadlines for businesses

Timetable for the European Commission

The text of this section 

refers to the content 

of Article 11 of Regulation 2025/40; 

other regulatory references will be 

duly indicated in a note.

Design requirement

RE-USE
Reusable packaging

Delegated acts or
implementing acts

Regulatory reference

Articles 11, 29, 33.

By  
12 February

By  
1 January

 	› Delegated act to establish the 
minimum number of rotations 
of packaging for it to be 
defined as “reusable”;

 	› The Commission will publish 
guidelines on the types of 
products covered by the re-use  
requirements (alcoholic  
and non-alcoholic beverages).

The Commission will assess: 
 	› the feasibility of achieving  

the targets;
 	› the possible extension of re-use  

(and refill) requirements to other 
categories of packaging.

From 
12 February

Final distributors operating in 
the hospitality sector (excluding 
micro-enterprises) and using 
take-away packaging for cold 
or hot beverages or ready-to-
eat food intended for immediate 
consumption must
offer consumers the option 
of reusable packaging.

From 
1 January

 	› Final distributors must offer 10% of products for sale in reusable packaging formats;
 	› Transport packaging must be reusable within a re-use system: at least 40%  

within the EU, 100% within the Member State * ; 
 	› All packaging used for transport between production sites for specific  

intra-company operations must be reusable within a re-use system * ; 
 	› At least 10% of grouped packaging in the form of storage and distribution  

boxes (excluding cardboard boxes) must be reusable within a re-use system;
 	› At least 10% of alcoholic and non-alcoholic beverages must be sold  

to consumers in reusable packaging.

From 
1 January

 	› At least 70% of all transport packaging must be 
reusable within a re-use system.

 	› At least 25% of grouped packaging in the form 
of storage and distribution boxes (excluding 
cardboard boxes) must be reusable within a  
re-use system;

 	› At least 40% of alcoholic and non-alcoholic 
beverages must be sold to consumers in reusable 
packaging.

2027 20342030 20402028

Pallet wrappings  
and straps are exempt 
from the 100% re-use 
requirement.  
Please refer to the  
delegated act of  
25 February 2026.

*

https://environment.ec.europa.eu/publications/commission-delegated-decision-exempting-certain-economic-operators-use-pallet-wrappings-and-straps_en
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Deadlines and timeframes 

By 12 February 2027, the Commission shall adopt a delegated act 
establishing a minimum number of rotations for reusable packaging 
relating to the formats most frequently intended for re-use, taking 
into account hygiene and other requirements, such as logistics. 

Content of the measure 

Packaging placed on the market from 11 February 2025 shall be 
considered to be “reusable” where it fulfils all of the following re-
quirements:
a.	it has been conceived, designed and placed on the market with 

the objective to be re-used multiple times;
b.	it has been conceived and designed to accomplish as many rota-

tions as possible under normally predictable conditions of use;
c.	it fulfils applicable requirements regarding consumer health, 

safety and hygiene;
d.	it can be emptied or unloaded without being damaged in away 

that would prevent its further function and re-use;
e.	it is capable of being emptied, unloaded, refilled or reloaded 

On this subject, a special regime is provided for the take-away 
food and beverage sector: by 12 February 2028, final distributors 
operating in the hotel, restaurant and catering sectors and who, 
using take-away packaging, make available on the market in the 
territory of a Member State cold or hot beverages or ready-to-e-
at food intended for immediate consumption without any further 
preparation, by filling a take-away container at the point of sale, 
shall offer consumers the option of reusable packaging as part of a 
re-use system 42 .

! ATTENTION

2.7.3

2.7.4

42

Article 33 of Regulation 2025/40 provides 
for a re-use offer system for the take-away 
sector.

Objective

To place reusable packaging on the market with the aim of gene-
rating less packaging waste and consequently reducing environ-
mental impact. The concept of reusable packaging is linked both to 
the design of packaging – which should enable the highest possible 
number of rotations and maintain the safety, quality and hygiene 
requirements when being emptied, unloaded, refilled or reloaded 
– and to the existence of re-use systems that comply with the re-
quirements set out in Articles 26 and 27 and Annex VI of Regulation 
2025/40.

Scope

Transport packaging or sales packaging used to transport pro-
ducts within the EU – including through e-commerce – in the form 
of pallets, collapsible plastic boxes, boxes, trays, plastic crates, 
intermediate bulk containers, dry bulk containers, drums and jerry 
cans of any size and material (including flexible formats), as well 
as pallet wrapping and strapping for stabilising and protecting 
products placed on pallets during transport. 40 41    
Grouped packaging in the form of boxes, excluding cardboard, out-
side of sales packaging to group a certain number of products to 
create a stock-keeping or distribution unit, and packaging for the 
sale of alcoholic and non-alcoholic beverages. 
Take-away packaging in the hotel, restaurant and catering sector 
containing cold or hot beverages or ready-to-eat food intended for 
immediate consumption without any further preparation. 

2.7.1

2.7.2

40

41

Article 29 of Regulation 2025/40 sets specific 
re-use targets for the packaging listed in the 
table in section 2.7.4.

The list of packaging referred to in Article 29 
paragraph 1 has been revised by the Europe-
an Commission following an impact asses-
sment of certain types of packaging, and 
on 25 February 2026 the delegated act was 
published exempting pallet wrappings and 
straps from the 100% re-use requirement.

WARNING: Please note that packaging items for which re-use targets are not 

set have been excluded from the scope of application.

https://op.europa.eu/en/publication-detail/-/publication/f2ca6eea-dbbd-11f0-8da2-01aa75ed71a1
https://op.europa.eu/en/publication-detail/-/publication/f2ca6eea-dbbd-11f0-8da2-01aa75ed71a1
https://environment.ec.europa.eu/publications/commission-delegated-decision-exempting-certain-economic-operators-use-pallet-wrappings-and-straps_en
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From 
1 January 2040.

From 
1 January 2030.

From 
1 January 2030.

From 
1 January 2030.

From 
1 January 2040.

They must use at least 70% of the 
packaging referred to in point (1) in 
a reusable format within a re-use 
system.

They shall ensure that 100% 
of such packaging used is packaging 
that can be reused within a re-use 
system.

They shall ensure that such 
packaging can be reused within a re-
use system.

They shall ensure that at least 10% of 
such packaging is packaging that can 
be reused within  
a re-use system.

They must use at least 25% of the 
packaging referred to in point (5) in 
a reusable format within a re-use 
system.

2. Economic operators that use the packaging 
referred to in point (1).

3. Economic operators who use packaging in the 
formats referred to in point (1) for transport or sale 
used to transport products within the EU between 
different sites where the operator carries out its 
activities or between any of the sites where the 
operator carries out its activities and the sites of any 
related or associated undertakings (see point (1) of 
section 2.7.5 “Exemptions and derogations”). 

4. Economic operators who use packaging (in the 
formats referred to in point (1)) to deliver products to 
another economic operator within the same Member 
State (see point (2) of section 2.7.5 “Exemptions and 
derogations”). 

5. Economic operators who use grouped packaging 
in the form of boxes, excluding cardboard, used 
outside of sales packaging to group a certain number 
of products in order to create a stock-keeping 
or distribution unit.

6. Economic operators that use the packaging 
referred to in point (5).

Who When What

43

Article 29 of Regulation 2025/40 sets specific 
re-use targets for certain types of packaging.

while maintaining the quality and safety of the packaged pro-
duct and ensuring compliance with the applicable safety and 
hygiene requirements, including those on food safety;

f.	 it can be reconditioned in accordance with Annex VI, Part B of 
Regulation 2025/40 while maintaining its ability to perform its 
intended function;

g.	 it allows for affixing of labels and the provision of information on 
the properties of that product and on the packaging itself, in-
cluding any relevant instructions and information for ensuring 
safety, adequate use, traceability and shelf-life of the product;

h.	it can be emptied, unloaded, refilled or reloaded without risk to 
the health and safety of those responsible for doing so; and

i.	 it fulfils the requirements specific to recyclable packaging set 
out in Article 6 of Regulation 2025/40, so that it can be recycled 
when it becomes waste.

Targets calculated for a calendar year

FOCUS: RE-USE TARGETS 43

Who When What

From 
1 January 2030.

They shall ensure that at least 40% 
of such packaging used is packaging 
that can be reused within a 
re-use system.

1. Economic operators using packaging to transport 
products within the EU – including through 
e-commerce – in the form of pallets, collapsible 
plastic boxes, boxes, trays, plastic crates, 
intermediate bulk containers, dry bulk containers, 
drums and jerry cans of any size and material 
(including flexible formats), or pallet wrapping or 
strapping for stabilising and protecting products 
placed on pallets during transport. 

From 
1 January 2030.

They must ensure that at least 10% 
of such products are made available  
in packaging that can be reused 
within a re-use system.

7. Final distributors who make alcoholic and non-
alcoholic beverages in sales packaging available to 
consumers on the territory of a Member State.
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 	› The re-use obligations for transport or sales packaging used 
for transport will not apply to packaging:
a.	used for the transport of dangerous goods within the mea-

ning of Directive 2008/68/EC;
b.	used for the transportation of large-scale machinery, equip-

ment and commodities for which packaging is custom-de-
signed to fit the individual requirements of the economic 
operator that made the order;

c.	in flexible format that is used for transport and that is in di-
rect contact with food and feed as defined in Article 2 and 
in Article 3, point  (4) of Regulation (EC) 178/2002, or with 
food ingredients as defined in Article 2, paragraph 2, point 
(f) in Regulation (EU) 1169/2011;

d.	in the form of cardboard boxes 47 .

 	› The re-use targets set for alcoholic and non-alcoholic beverage 
packaging will not apply to 48 : 
a.	beverages considered highly perishable in accordance with 

Article 24 of Regulation (EU) 1169/2011, as well as to milk 
and milk products listed in Annex I, Part XVI, of Regulation 
(EU) 1308/2013 and plant-based milk substitutes falling wi-
thin CN codes 2202 9911 and 2202 9915 of the Combined No-
menclature set out in Annex I to Regulation (EEC) 2658/87;

b.	the categories of grapevine products listed in points (1), (3) 
to (9), (11), (12), (15), (16) and (17) of Part II of Annex VII to 
Regulation (EU) 1308/2013;

c.	aromatised wine products as defined in Regulation (EU) 
251/2014;

d.	products that are similar to wine products and aromatised 
wine products and that are obtained from fruit other than 
grapes and vegetables, and other fermented beverages fal-
ling within CN code 2206 00;

e.	alcohol-based spirituous beverages corresponding to CN he-
ading 2208.

 	› Final distributors of alcoholic and non-alcoholic beverage 
packaging will be exempt from achieving the reuse targets if, 
during a calendar year, they have a sales area of no more than 

46

47

48

Please refer to Article 29, paragraph 3 of 
Regulation 2025/40.

Please refer to Article 29, paragraph 4 of 
Regulation 2025/40.

Please refer to Article 29, paragraph 7 of 
Regulation 2025/40.

From 
1 January 2040.

From  
2030.

They must make at least 40% of 
such products available in packaging 
that can be reused within a re-use 
system.

They must offer 10% of products for 
sale in a reusable packaging format.

8. Economic operators who make alcoholic and 
non-alcoholic beverages available to consumers in 
packaging for sale on the market within the territory 
of a Member State.

9. Final distributors operating in the hotel, restaurant 
and catering sector that use take-away packaging 
(Article 33, paragraph 5 of Regulation 2025/40). 

Who When What

Exemptions from the measure 

EXEMPTIONS AND DEROGATIONS 
 	› By way of derogation from the re-use target set out in point (1) 

of the table “Focus: Re-use targets”:

 	› economic operators using packaging for transport or 
packaging for sale used for the transport of the products 
listed in point (1) of the table above, within the EU betwe-
en different sites where the operator carries out its activi-
ties or between the sites where the operator carries out its 
activities and the sites of any other related or associated 
company, (as defined in Article 3 of the Annex to Recom-
mendation 2003/361/CE) from 1 January 2030, shall ensure 
that such packaging is reusable within a re-use system 44 45 ; 

 	› economic operators using transport packaging or sales 
packaging referred to in point (1) of the table “Focus: Re-u-
se targets”, in order to deliver products to another eco-
nomic operator within the same Member State, from 1 Ja-
nuary 2030, shall ensure that such packaging is reusable 
within a re-use system 46 .

2.7.5

44

45

Please refer to Article 29, paragraph 2 of 
Regulation 2025/40. 

The delegated act of 25 February 2026 
exempted stretch wrappings and straps 
used to secure loads on pallets for transport 
from the 100% re-use requirement originally 
established in Regulation 2025/40 for speci-
fic intra-company and domestic operations.

! ATTENTION:  

This derogation is equivalent to a 100% re-use target.

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02008L0068-20250213
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32002R0178
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02011R1169-20250401

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02011R1169-20250401

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02013R1308-20241108

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02013R1308-20241108

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:01987R2658-20250101

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02013R1308-20241108

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02014R0251-20231208

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02014R0251-20231208

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32003H0361
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32003H0361
https://environment.ec.europa.eu/publications/commission-delegated-decision-exempting-certain-economic-operators-use-pallet-wrappings-and-straps_en
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and can demonstrate that it has achieved at least 3% wa-
ste prevention by 2028 compared to the 2018 baseline sce-
nario;

c.	economic operators have adopted a waste prevention and 
recycling business plan that contributes to the achieve-
ment of the waste prevention and recycling targets. 

The 5-year period may be renewed by the Member State where 
the conditions are met 52 .

Means of verification – 
EU declaration of conformity

In order to demonstrate that packaging is “reusable”, it will be 
necessary to comply with the requirements set out in the delega-
ted act to be adopted by 12 February 2027, which will establish a 
minimum number of rotations.
Compliance with the requirements on “re-use” shall be demon-
strated by the technical information on packaging set out in Annex 
VII to Regulation 2025/40 (see Chapter 4.1 on the conformity as-
sessment procedure).

NOTE
 	› Economic operators who make reusable packaging available 

for the first time in the territory of a Member State shall ensure 
the existence of a system for the re-use of such packaging, in-
cluding an incentive to ensure collection in that Member State, 
which meets the requirements set out in Annex VI to Regula-
tion 2025/40. This provision may be considered to be met by 
existing re-use systems that may already be in place and ope-
rational in Member States 53 .

 	› Economic operators that make use of reusable packaging shall 
participate in one or more re-use systems and shall ensure that 
the re-use systems within which the reusable packaging can 
be re-used comply with the requirements laid down in Part A 
of Annex VI to Regulation 2025/40 (Requirements for re-use 
systems) and that such packaging is reconditioned in accor-

52

Please refer to Article 29, paragraph 14 of 
Regulation 2025/40.

2.7.6

49

50

51

Please refer to Article 29, paragraph 10 of 
Regulation 2025/40.

Please refer to Article 29, paragraph 11 of 
Regulation 2025/40.

Please refer to Article 29, paragraph 13 of 
Regulation 2025/40.

100 m². On the basis of the special conditions of final distri-
bution and some manufacturing sectors, even at national le-
vel, the Commission is empowered to adopt delegated acts to 
amend the sales area threshold 49 .

 	› Member States may exempt final distributors from the obli-
gation to achieve the reuse targets for packaging of alcoholic 
and non-alcoholic beverages if their sales area is located on 
an island with fewer than 2,000 inhabitants or in a municipa-
lity with a population density of less than 54 inhabitants/km². 
However, these obligations apply to all settlements/localities 
with more than 5,000 inhabitants. 50

 	› Member States may allow final distributors to form pools for 
the purpose of meeting the re-use obligations. 

 	› Economic operators shall be exempt from the obligation to 
meet the re-use targets if, during that calendar year, they:
a.	made not more than 1,000 kg of packaging available on the 

market within the territory of a Member State; and
b.	fall within the definition of micro-enterprise in accordance 

with the rules set out in Recommendation 2003/361/EC ap-
plicable on 11 February 2025. 51

On the basis of the special conditions of final distribution and 
of some manufacturing sectors, including at national level, the 
Commission is empowered to adopt delegated acts to amend 
the threshold set out in point (a).

 	› Member States may exempt economic operators from the re-u-
se obligations for a period of 5 years under the following con-
ditions:
a.	the exempting Member State reaches 5 percentage points 

above the targets for recycling of packaging waste per ma-
terial to be achieved by 2025 and is expected to reach 5 
percentage points above the 2030 target according to the 
report published by the Commission 3 years before that 
date;

b.	the Member State granting the exemption is on track to 
achieve its waste prevention targets set out in Article 43 

53

Article 26 of Regulation 2025/40 establishes 
obligations regarding reusable packaging.

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32003H0361
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Deadline (by when)

Obligation

From 11 February 2025.

Reusable packaging.

Criterion

Exemptions

Means of verification

Please refer to Article 11, paragraph 1 of Regulation 2025/40.

Please refer to section 2.7.5 “Exemptions and derogations”.

Annex VII – The manufacturer shall complete a written declaration of 
conformity. Please refer to section 2.7.6.

Reusable packaging

Regulatory reference

Obligated party

Article 11.

Manufacturers or importers or distributors.

54

Article 27 of Regulation 2025/40 establishes 
obligations relating to re-use systems. 

dance with Part B of Annex VI to Regulation 2025/40 prior to 
offering it again for use by end users (Reconditioning) 54 .

 	› Economic operators that make use of reusable packaging may 
appoint a third party to be responsible for one or more mutua-
lised re-use systems. 

 	› Where economic operators have appointed a third party as re-
ferred to in the previous point, the obligations set out in Article 
27 shall be met by that third party on their behalf. 

 	› Economic operators that make use of reusable packaging in 
closed loop systems in accordance with the requirements in 
Annex VI of Regulation 2025/40 shall be required to return the 
packaging to one or more of the collection points identified by 
the system participants and approved by the system operator. 

 	› Final distributors operating in the hotel, restaurant and cate-
ring sector who use take-away packaging for hot/cold bevera-
ges or ready-to-eat food intended for immediate consumption 
shall also inform final consumers at the point of sale, by me-
ans of clearly visible and legible information panels or signs, 
of the possibility of obtaining the goods in reusable packaging 
and shall offer the goods intended to fill reusable packaging 
at prices not higher and under conditions not less favourable 
than the sales unit consisting of the same goods and single-use 
packaging.

 	› The final distributors referred to in the previous points are 
exempt from the application of Article 33 of Regulation 2025/40 
if they fall within the definition of micro-enterprises set out in 
Commission Recommendation 2003/361/EC.

Summary table2.7.7

Penalties

Checks

Responsibility of each EU Member State.

Responsibility of each EU Member State.

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32003H0361
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Re-use for the take-away sector

Regulatory reference

Obligated party

Deadline (by when)

Article 33 – Re-use offer obligation for the take-away sector.

Final distributors operating in the hotel, restaurant and catering sector 
who provide hot or cold beverages and products intended for immediate 
consumption.

 	› From 12 February 2028, they shall offer consumers the option of 
obtaining products in reusable packaging as part of a re-use system;

 	› From 2030, they must offer 10% of the products they sell in a reusable 
packaging format.

Penalties

Checks

Responsibility of each EU Member State.

Responsibility of each EU Member State.

Re-use targets

FURTHER READING

Regulatory reference

Obligated party

Deadline (by when)

Obligation

Criterion

Article 29 – Re-use targets. 

Economic operators who use transport packaging or sales packaging 
used to transport products or who use grouped packaging in the form of 
boxes to group a certain number of products to create a stock-keeping 
or distribution unit, and final distributors who make alcoholic and non-
alcoholic beverages available to consumers in sales packaging. 

From 1 January 2030 and 1 January 2040, as applicable  
(see table “Focus: Re-use targets”).

The economic operators shall ensure that packaging is reusable as part of a 
re-use system.

Please refer to Article 11 of Regulation 2025/40.

FURTHER READING

Means of verification

Exemptions

Annex VII – The manufacturer shall complete a written declaration of 
conformity. Please refer to Chapter 4.1 “Declaration of conformity”.

Please refer to section 2.7.5 “Exemptions and derogations”.

Obligation

Ensure that packaging is reusable as part of a re-use system.
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Questions related to this section are listed below. The answers, to-
gether with the full list of questions, can be found in the dedicated 
chapter (Chapter 6 – FAQ):

Are there incentives for reusable packaging? If so, what are they?

Is there a re-use requirement for “contact-sensitive” materials, 
such as flexible plastic packaging intended to come into contact 
with food?

What will be the targets and obligations for the use of reusable 
packaging in Italy? And by when?

How should Article 29.6 on re-use targets be interpreted? Are ven-
ding machines included or excluded? If included, how will those 
offering hot drinks in paper cups be managed?

2.7|F1

2.7|F2

2.7|F3

2.7|F4

Article 29, paragraphs 1, 2 and 3, sets out certain re-use obliga-
tions for transport or sales packaging used to transport products. 
Considering the technological challenges associated with the 
solutions currently available and in line with the need to ensure 
stringent quality KPIs, have further considerations been made re-
garding the “achievability” of these targets?

2.7|F5

FAQ Reusable
packaging ?2.7.8

Criterion

Exemptions

Means of verification

Please refer to Article 11 of Regulation 2025/40.

Micro-enterprises.

Annex VII – The manufacturer shall complete a written declaration of 
conformity. Please refer to Chapter 4.1 “Declaration of conformity”.

Penalties

Checks

Responsibility of each EU Member State.

Responsibility of each EU Member State.
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Article 29, paragraph 6, sets stringent re-use targets for “final 
distributors” from 1 January 2030, as well as aspirational tar-
gets for “economic operators” from 1 January 2040. In this con-
text, Article 29 paragraph 14 highlights the possibility for Member 
States to exempt “economic operators” from the obligations laid 
down. Should this possibility of exemption be interpreted as ap-
plicable to all the above targets, or only to those valid from 1 Ja-
nuary 2040?

Which articles of Regulation 2025/40 concern the issue 
of “Re-use”?

2.7|F6

2.7|F7
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2027

Deadlines for businesses

Timetable for the European Commission

2030

2.8 Refill

From 
12 February

Final distributors in the hotel sector 
(excluding micro-enterprises),restaurant 
sector and catering sector that use take-
away packaging shallprovide consumers 
with a system that allows them to bring 
their own container to be filled with cold 
or hot beverages or ready-prepared food.

From 
1 January

Final distributors with a sales area of more than 
400 m² shall endeavour to allocate 10% of that  
sales area to refill stations for both food and  
non-food products.

The text of this section 

refers to the content of Articles 28 

and 32 of Regulation 2025/40; other 

regulatory references will be duly 

indicated in a note.

Design requirement

REFILL
Refill

Regulatory reference

Article 28.
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Final distributors shall offer the goods intended to fill the contai-
ner brought by the consumer at prices no higher and on terms no 
less favourable than the sales unit consisting of the same goods 
and single-use packaging, and shall also inform final consumers at 
the point of sale, by means of clearly visible and legible informa-
tion panels or signs, of the possibility of obtaining the goods in a 
refillable container provided by the consumer.

Content of the measure

Where economic operators offer the possibility to purchase pro-
ducts through refill, they shall inform end users of:
a.	the types of containers that can be used to purchase the pro-

ducts on offer through refill;
b.	the hygiene standards for refill;
c.	the responsibility of the end user in relation to health and safety 

regarding the use of the containers referred to in point (a).
The rules for refill shall be regularly updated and be either clearly 
displayed on the premises or otherwise provided to end users.
Economic operators who offer the possibility to purchase products 
through refill shall ensure that refill stations comply with the re-
quirements laid down in Part C of Annex VI of Regulation 2025/40 
(Requirements for refill) and with any requirements laid down in 
other Union legal acts for the sale of products through refill.
Economic operators who offer the possibility to purchase products 
through refill shall ensure that if packaging or containers are of-
fered to the end users at refill stations, that packaging and those 
containers are not provided free of charge if they do not meet the 
requirements laid down in Annex VI of Regulation 2025/40 or are 
provided as apart of a deposit and return system. 

Economic operators may refuse to fill a container provided by the 
end user if it does not comply with the requirements communi-
cated by the economic operator, in particular if they consider it 
unhygienic or unsuitable for the food or drink sold. 
Economic operators shall bear no liability for any hygiene or food 
safety issues that arise from the use of containers provided by the 
end user.

56

Please refer to Article 32, paragraph 1 of 
Regulation 2025/40.

2.8.4

Objective

In order to encourage the prevention of packaging waste, the refil-
ling of packaging should be understood as a specific waste preven-
tion measure that counts towards, and is necessary for, meeting 
the prevention targets set out in Regulation 2025/40.

Scope

The measure applies to final distributors with a sales area of more 
than 400 m2 in relation to refill stations for both food and non-food 
products. 

Specific refill obligations are also established for final distributors 
operating in the take-away food and beverage sector and carrying 
out commercial activities in the hotel, restaurant and catering sec-
tor using take-away packaging.

Deadlines and timeframes

From 1 January 2030, final distributors with a sales area of more 
than 400 m² shall endeavour to allocate 10% of that sales area to 
refill stations for both food and non-food products 55 .
By 12 February 2027:
a.	final distributors that conduct their business activity in the ho-

tel, restaurant and catering sector and that make cold or hot 
beverages in take-away packaging available on the territory of 
a specific EU Member State shall provide a system for consu-
mers to bring their own container to be filled;

b.	final distributors that conduct their business activity in the ho-
tel, restaurant and catering sector and that make ready-pre-
pared food in take-away packaging available on the territory of 
a Member State shall provide a system for consumers to bring 
their own container to be filled 56 .

2.8.1

2.8.2

2.8.3

55

Please refer to Article 28, paragraph 5 of 
Regulation 2025/40.

! ATTENTION: This measure does not apply to all economic operators.
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REQUIREMENTS FOR REFILL
Refill stations shall satisfy the following requirements:
a.	the refill stations must display clear and precise information on:

1.	 the hygiene rules that the end user’s container must comply 
with in order to use the refill station;

2.	the types and features of containers that can be used to pur-
chase products through refill;

3.	the contact details of the final distributor to ensure com-
pliance with hygiene standards under applicable law;

b.	the refill stations must contain a measuring device or provide 
similar means to ensure that the end user purchases a specific 
quantity of product;

c.	the price paid by end users does not include the weight of the 
container 59 .

5958

Please refer to Annex VI, Part C, of Regula-
tion 2025/40. 

Please refer to Recital 90 of Regulation 
2025/40. 

57

Please refer to Article 32, paragraph 2 of 
Regulation 2025/40.

Exemptions from the measure

There are no exemptions for the “Refill” sustainability measure be-
cause, unlike other measures, it is not mandatory for all economic 
operators.

Means of verification 

Refilling is not covered by the conformity assessment procedure.

NOTE
 	› Where consumers bring their own container to be filled, final 

distributors (who conduct their business activity in the hotel, 
restaurant and catering sector) shall offer them the products 
at no higher cost and under no less favourable conditions than 
when selling the sales unit consisting of the same product and 
single-use packaging. 57  

 	› Final distributors shall inform consumers at the point of sale, 
through clearly visible and legible information boards or signs, 
about the possibility of obtaining the goods in a refillable con-
tainer provided by the consumer 57 .

 	› Where economic operators offer the possibility to purchase 
products through a refill system, they should ensure that their 
refill stations meet certain requirements in order to ensure 
the health and safety of consumers. In this context, where the 
consumers use their own containers, the economic operators 
should inform consumers about the conditions for the safe re-
fill and use of those containers. In order to encourage refill, 
economic operators should not provide packaging that is free 
of charge or that is not part of a deposit and return system at 
the refill stations. Economic operators should be exempt from 
liability for food safety problems that could arise from the use 
of containers provided by consumers 58 .

2.8.5

2.8.6
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Deadline (by when)

Obligation

 	› From 1 January 2030, final distributors with a sales area of more than 
400 m² shall endeavour to allocate 10% of that sales area to refill 
stations for both food and non-food products;

 	› By 12 February 2027, final distributors who conduct their business 
activity in the hotel, restaurant and catering sector and offering hot 
or cold beverages or ready-made food shall provide a system for 
consumers to bring their own container to be filled.

Refillable packaging and refill station obligation.

Criterion

Checks

Penalties

Please refer to the point above: “Requirements for refill” within the “Note” 
area.

Responsibility of each EU Member State.

Responsibility of each EU Member State.

Refill

Regulatory reference

Obligated party

Article 28 Refill obligations; Article 32 Refill obligation for the take-away 
food and beverage sector

 Final distributors.

Summary table2.8.7
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Deadlines for businesses

Timetable for the European Commission

3 Other obligations
3.1 Labelling of 

packaging

By  
12 August

By  
1 January

On 13 January 2026, the JRC  
(Joint Research Centre) presented  
a technical proposal on harmonised  
labelling in the EU for separate 
collection.

*

From 
12 August *

 	› All packaging (except transport packaging and packaging that is part of 
a deposit-refund system) must bear harmonised labelling that includes 
information on the composition of the material in order to facilitate 
separate collection by consumers.

 	› A QR code or other digital solutions may be used to provide information 
on the destination of each component of the packaging.

 	› Packaging subject to deposit-refund systems, packaging containing  
a percentage of recycled material and packaging containing biobased  
plastic must have specific labelling.

From 
12 February **

Reusable packaging must be marked 
with a label informing users that the 
packaging is reusable.

The text of this section  

refers to the content  

of Article 12 of Regulation 2025/40; 

other regulatory references will be 

duly indicated in a note.

Design requirement

LABELLING
Labelling of packaging

Delegated acts or
implementing acts

Regulatory reference

Article 12.

 	› Definition of methodology for 
identifying substances  
of concern – Implementing acts.

 	› Definition of harmonised labelling, with specifications on labelling requirements *  
and formats, including digital systems – Implementing acts;

 	› Methodology for identifying the materials used in packaging – Implementing acts;
 	› Definition of labelling for packaging subject to deposit-refund systems, packaging 

containing a percentage of recycled material and packaging containing biobased 
plastic – Implementing acts.

2030

or 30 months after the date of entry 
into force of the implementing act.

**
or 24 months 
after the date of 
entry into force 
of the imple-
menting acts.

*

20282026 2029



102                                     103                                     

With the exception of e-commerce packaging, this obligation shall 
not apply to transport packaging or packaging that is part of a de-
posit and return system.
In addition to the harmonised label, economic operators may af-
fix a QR code or other type of digital data carrier to the packa-
ging containing information on the destination of each separate 
component of the packaging in order to facilitate sorting by con-
sumers. 61  
By 12 August 2026, the EU Commission shall adopt implementing 
acts to define:
 	› a harmonised label and harmonised specifications for labelling 

requirements and formats, including when provided by digital 
means 62;

 	› a methodology for identifying the materials of which packaging 
is composed using digital marking technologies. 63

Packaging placed on the market and containing substances of con-
cern shall be marked using standardised, open digital marking te-
chnologies in accordance with the methodology to be defined by 
the Commission by 1 January 2030 through specific implementing 
acts. That methodology shall ensure that the marking includes at 
least the name and concentration of the substance of concern pre-
sent in each material in a packaging unit.

Exemptions from the measure

The labelling requirements shall not apply to immediate or outer 
packaging as defined in Regulations (EU) 2017/745 on medical de-
vices, (EU) 2017/746 on in vitro diagnostic medical devices, (EU) 
2019/6 on veterinary medicinal products, and Directive 2001/83/
EC on medicinal products for human use, if there is no space on 
the packaging due to other labelling requirements defined in those 
legal acts, or if the labelling of the packaging could jeopardise the 
safe use of medicinal products for human use or of veterinary me-
dicinal products.
Furthermore, transport packaging and packaging that is part of a 
deposit and return system shall not be marked with the label con-
taining information on the materials of composition.

61

62

63

Please refer to Article 12, paragraph 1 of 
Regulation 2025/40.

Please refer to Article 12, paragraph 6 of 
Regulation 2025/40.

Please refer to Article 12, paragraph 7 of 
Regulation 2025/40.

3.1.5

Objective

To facilitate the correct disposal of packaging waste by consumers 
through harmonised labelling of packaging at European level. 

Scope

All packaging placed on the market, except for the exemptions in-
dicated in section 3.1.5.

Deadlines and timeframes

The obligation will take effect on 12 August 2028, provided that the 
following implementing acts are adopted by 12 August 2026:
 	› act defining a harmonised label and harmonised specifications 

for labelling requirements and formats;
 	› act defining a methodology for identifying the materials of whi-

ch packaging is composed using digital marking technologies.

In the event of a delay in the adoption of the aforementioned im-
plementing acts, the labelling obligation shall apply 24 months 
after the entry into force of those acts. 

Content of the measure 

Packaging placed on the market must be marked with a label con-
taining information on the materials it is made of, with the aim of 
facilitating the correct disposal of packaging waste by consumers. 
The label shall consist of pictograms (to be defined in the relevant 
implementing act) and be easily understandable, even for people 
with disabilities. For compostable packaging 60, the label shall in-
dicate that the material is compostable, that it is not suitable for 
home composting, and that compostable packaging must not be 
disposed of in nature.

3.1.1

3.1.2

3.1.3

3.1.4

60

Referred to in Article 9, paragraph 1 and, 
where applicable, paragraph 2 of Regulation 
2025/40.

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02017R0745-20250110
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02017R0746-20250110
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02019R0006-20220128
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02019R0006-20220128
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02001L0083-20250101
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02001L0083-20250101
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 	› If plastic packaging with a minimum content of recycled ma-
terial is placed on the market from 12 August 2028 64 and is 
marked with a label containing information on the share of 
recycled content, that label – and, where applicable, the QR 
code or other type of digital data carrier – shall comply with 
the specifications set out in the relevant implementing act 
adopted by the EU Commission on the harmonised label 65, 
and shall be based on the methodology for calculating 
and verifying the share of recycled content. 66 		   
Where packaging is marked with a label containing informa-
tion on the share of biobased plastic content, that label shall 
comply with the specifications set out in the relevant imple-
menting act adopted by the EU Commission on the harmonised 
label adopted in accordance with Article 12, paragraph 6. 67 

 	› Packaging labels and QR codes, or other types of open and 
standardised digital data carriers, shall be affixed, printed 
or engraved visibly, legibly and firmly on the packaging, so 
that they cannot be easily erased. The information shall also 
be available to end users before they purchase the product in 
online sales. Where such affixing, printing or engraving is not 
possible or not warranted on account of the nature and size of 
the packaging, the label, QR code or other standardised, open, 
digital data carrier may be affixed to the grouped packaging. 
Where this is not possible or not warranted on account of the 
nature and size of the packaging or where it is relevant to provi-
de for non-discriminatory access to information for vulnerable 
groups (particularly visually impaired persons), the labels may 
be provided via a single electronically readable code or other 
type of data carrier.

 	› The information contained in the labels and QR codes or other 
types of digital data carriers governed by Article 12 shall be 
made available in one or more languages easily understood by 
end users, as determined by the Member State in which the 
packaging is to be made available on the market.

 	› Where information is provided by electronic means the fol-
lowing requirements shall apply: 
a.	adequate and relevant personal data shall be collected only 

for the limited purpose of giving the user access to relevant 
compliance information referred to in paragraphs 1, 2 and 

64

65

66

67

In the event of delay in the adoption of the 
implementing act referred to in Article 12, 
paragraph 6, the labelling requirement shall 
apply 24 months after the entry into force of 
that act. 

In accordance with Article 12, paragraph 6 of 
Regulation 2025/40.

Referred to in Article 7, paragraph 8 of Regu-
lation 2025/40.

Please refer to Article 12, paragraph 4 of 
Regulation 2025/40.

Means of verification – 
EU declaration of conformity 

None currently planned.

NOTE
 	› Packaging subject to deposit and return systems shall be 

marked with a clear and unambiguous label. In addition to 
the national label, packaging may be marked with a harmoni-
sed colour label established in the relevant implementing act 
adopted pursuant to paragraph 6. Member States may require 
that packaging that is subject to deposit and return systems 
be marked with that harmonised colour label, provided that 
does not lead to distortions on the internal market or trade 
barriers for products from other Member States (Article 12, pa-
ragraph 1).

 	› Reusable packaging placed on the market from 12 February 
2029 or 30 months from the date of entry into force of the im-
plementing act adopted pursuant to paragraph 6, whichever 
is the latest, shall bear a label informing users that the packa-
ging is reusable. Further information on reusability – including 
the availability of a local, national or Union-wide re-use system 
and information on collection points – may be made available 
through a QR code or other type of standardised, open, digital 
data carrier that facilitates the tracking of the packaging and 
the calculation of trips and rotations (or, if that calculation is 
not feasible, an average estimation). In addition, reusable sa-
les packaging shall be clearly identified at the point of sale and 
appropriately distinguished from single-use packaging (Article 
12, paragraph 2).

 	› The requirement to carry a label and QR code, or other type 
of open and standardised digital data carrier, shall not apply 
to open-loop systems (i.e. a re-use system in which reusable 
packaging circulates amongst an unspecified number of sy-
stem participants and the ownership of the packaging changes 
at one or more points in the re-use process) which do not have 
a system operator in accordance with Annex VI, i.e. a natural or 
legal person who participates in and operates a re-use system.

3.1.6
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the Member States where it is returned. Member States shall 
not prohibit the affixing of labels related to deposit and return 
systems in place in other Member States.

 	› Packaging referred to in Article 12 of Regulation 2025/40 which 
is manufactured or imported before the expiry of the deadlines 
specified in paragraphs 1, 2 and 4, and which does not comply 
with those paragraphs, may be placed on the market for up to 
3 years from the date of entry into force of the labelling requi-
rements laid down in paragraphs 1, 2 and 4.

4 of Article 12 in respect of Article 5, paragraph 1, of Regu-
lation (EU) 2016/679;

b.	the information shall not be displayed with other informa-
tion intended for sales or marketing purposes.

 	› Where Union law requires information on the packaged product 
to be provided via a data carrier, a single data carrier shall be 
used for providing the information required for the packaged 
product and for the packaging, and both shall be easily distin-
guishable.

 	› Without prejudice to requirements concerning other harmoni-
sed EU labels, economic operators shall not provide or display 
labels, marks, symbols or inscriptions that are likely to misle-
ad or confuse consumers or other end users with respect to 
the sustainability requirements for packaging, other packa-
ging characteristics or packaging waste management options 
for which harmonised labelling has been laid down in Regula-
tion 2025/40. The Commission shall, where appropriate, adopt 
guidelines in order to clarify aspects that are likely to mislead 
or confuse consumers or other end users.

 	› By 12 February 2027, packaging included in an extended pro-
ducer responsibility scheme may be identified throughout the 
territory of the Member States in which that scheme or system 
applies. Such identification shall be achieved only by means of 
a corresponding symbol in a QR code or other standardised, 
open, digital-marking technology in order to indicate that the 
producer fulfils its extended producer responsibility obliga-
tions. That symbol shall be clear and unambiguous and shall 
not mislead consumers or other end users as to the recyclabi-
lity or reusability of the packaging.

 	› Packaging covered by a deposit and return system (other than 
that referred to in Article 50, paragraph 1 of Regulation 2025/40, 
concerning single-use plastic beverage bottles and single-use 
metal beverage containers) may, under national law, be identi-
fied by means of a corresponding symbol throughout the terri-
tory in which that scheme or system applies. That symbol shall 
be clear and unambiguous and shall not mislead consumers or 
end users about the packaging recyclability and reusability in 

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02016R0679-20160504

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02016R0679-20160504



108                                     109                                     

Questions related to this section are listed below. The answers, to-
gether with the full list of questions, can be found in the dedicated 
chapter (Chapter 6 – FAQ):

What is different compared to the environmental labelling of 
packaging intended for the B2C channel currently required in 
Italy?

3.1|F1

FAQ Labelling of 
packaging ?3.1.7
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Deadlines for businesses

Timetable for the European Commission

20302027 2032

By  
12 February

By  
12 February

Publication of guidelines 
clarifying the content

of Annex V, with concrete 
examples of exemptions to the

restrictions.

The European Commission  
will assess:
 	› the positive environmental 

impact of the restrictions and 
derogations;

 	› the need to review the provisions 
and Annex V;

 	› the appropriateness of 
introducing new restrictions 
and/or modifying existing ones.

From 
1 January

The following single-use plastic packaging will be prohibited:
 	› multipack packaging for bottles, cans, tins, jars and containers (excluding those intended to facilitate handling).  

FOR EXAMPLE: film;
 	› for unprocessed fruit and vegetables weighing less than 1.5 kg. FOR EXAMPLE: nets, bags, trays;
 	› for food and beverages filled and consumed in the catering/hospitality sector. Non-plastic flexible packaging is exempt. 

FOR EXAMPLE: sachets, tubs, trays;
 	› for individual portions, used in the catering sector. FOR EXAMPLE: individual portion packaging for condiments, 

preserves, sauces or sugar;
 	› in the hospitality and accommodation sectors for products intended for individual bookings.  

FOR EXAMPLE: shower gel bottles and sachets

3.2 Restrictions on use 
of certain packaging 
formats

The text of this section  

refers to the content  

of Article 25 of Regulation 2025/40; 

other regulatory references will be 

duly indicated in a note.

Design requirement

RESTRICTIONS
Restrictions on use of certain packaging formats

Regulatory reference

Article 25.
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ANNEX V
RESTRICTIONS ON USE OF CERTAIN 
PACKAGING FORMATS

Objective

To prohibit the placing on the market of certain packaging formats 
and materials in relation to particular uses.
Economic operators may not place on the market packaging in 
the formats and materials and for the uses listed in Annex V to 
Regulation 2025/40.

Scope

Single-use plastic grouped packaging; single-use plastic packa-
ging for fresh, unprocessed fruit and vegetables; single-use plastic 
packaging for food and beverages, condiments, preserves, sauces, 
coffee creamer and sugar in the hotel, restaurant and catering sec-
tor; ultra-lightweight plastic bags; single-use packaging for co-
smetics and hygiene products in the hospitality sector. 

Deadlines and timeframes

From 1 January 2030, economic operators will not be able to place 
packaging on the market in the formats and for the uses listed in 
Annex V of Regulation 2025/40 shown in the table below in section 
3.2.4 “Content of the measure”.

Content of the measure 

Restrictions on the use of certain packaging formats are detailed in 
Annex V of Regulation 2025/40, according to the table below:

3.2.1

3.2.2

3.2.3

3.2.4

ANNEX V

Restrictions on use of packaging formats

Packaging format Restricted use Illustrative example

1. Single-use plastic grouped 
packaging

Single-use plastic packaging used at the point of sale to 
group goods sold in bottles, cans, tins, pots, tubs, and 
packets designed as convenience packaging to enable or 
encourage consumers to purchase more than one 
product. This excludes grouped packaging necessary to 
facilitate handling.

Collation films, shrink 
wrap

2. Single-use plastic packaging 
for unprocessed fresh fruit 
and vegetables

Single-use plastic packaging for less than 1,5 kg pre- 
packed fresh fruit and vegetables. Member States may set 
up exemptions in respect of this restriction if there is 
a demonstrated need to avoid water loss, or turgidity 
loss, microbiological hazards or physical shocks, oxida-
tion, or if there is no other possibility to avoid 
commingling of organic fruits and vegetables with 
non-organic fruits and vegetables in compliance with 
requirements in Regulation (EU) 2018/848 of the 
European Parliament and of the Council (1) on certifica-
tion or labelling, without entailing disproportionate 
economic and administrative costs.

Nets, bags, trays, con-
tainers

3. Single-use plastic packaging Single-use plastic packaging for foods and beverages 
filled and consumed within the premises in the HORECA 
sector, which include all eating areas inside and outside 
a place of business, covered with tables and stools, 
standing areas, and eating areas offered to the end users 
jointly by several economic operators or a third party for 
the purpose of food and drinks consumption. Establish-
ments in the HORECA sector that do not have access to 
drinking water are exempted.

Trays, disposable plates 
and cups, bags, boxes

4. Single-use plastic packaging 
for condiments, preserves, 
sauces, coffee creamer, su-
gar, and seasoning in HOR-
ECA sector

Single-use plastic packaging in the HORECA sector, 
containing individual portions or servings, used for 
condiments, preserves, sauces, coffee creamer, sugar and 
seasoning, except in the following cases:

(a) such packaging is provided together with take-away 
ready-prepared food intended for immediate con-
sumption without the need of any further prepar-
ation;

(b) such packaging is required to ensure safety and 
hygiene in establishments where there is a medical 
requirement for individualised care, such as hospitals, 
clinics or nursing homes.

Sachets, tubs, trays, boxes

EN OJ L, 22.1.2025

102/124 ELI: http://data.europa.eu/eli/reg/2025/40/oj

(1) Regulation (EU) 2018/848 of the European Parliament and of the Council of 30 May 2018 on organic production and labelling of 
organic products and repealing Council Regulation (EC) No 834/2007 (OJ L 150, 14.6.2018, p. 1).
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Member States may:
 	› maintain restrictions adopted before 1 January 2025 on the 

placing on the market of packaging in the formats and for the 
uses listed in Annex V but made from materials not listed in 
Annex V;

 	› exempt compostable packaging from these prohibitions. 

Exemptions from the measure

The above restrictions on use shall not apply to packaging for whi-
ch Member States have already introduced compostability requi-
rements prior to 12 August 2026.  
Member States may exempt micro-enterprises as defined in Re-
commendation 2003/361/EC applicable on 11 February 2025 from 
the application of Annex V, point (3) of Regulation 2025/40, if it 
has been demonstrated that it is not technically feasible to forego 
packaging or to obtain access to the infrastructure that is neces-
sary for the functioning of a re-use system.

Means of verification

None currently planned. 

3.2.5

3.2.6

NOTE
 	› By 12 February 2027, the Commission shall publish guidelines, 

in consultation with Member States and the European Food Sa-
fety Authority, which explain Annex V of Regulation 2025/40 
in more detail, including examples of the packaging formats in 
scope, and any exemptions from the restrictions, and provide 
a non-exhaustive list of fruits and vegetables that are excluded 
from point (2) of Annex V of Regulation 2025/40.

 	› By 12 February 2032, the Commission shall assess the positi-
ve environmental impact of the restrictions and derogations 
of such exemptions from such restrictions, and shall take into 
account the availability of alternative packaging solutions 
that meet safety and hygiene requirements applicable to con-
tact-sensitive packaging. On the basis of that assessment, the 
Commission shall, with the objective of reducing packaging 
waste, review the provisions of Article 25 and Annex V of Re-
gulation 2025/40 to adapt them to technical and scientific pro-
gress. On the basis of that review, the Commission shall assess 
the appropriateness of establishing new restrictions on the 
use of specific packaging formats and the relevance of main-
taining the derogations and exemptions set out in Article 25 of 
Regulation 2025/40, and, where appropriate, shall present a 
legislative proposal.

Packaging format Restricted use Illustrative example

5. Single-use accommodation 
sector packaging intended 
for an individual booking

Single-use packaging for cosmetics, hygiene and toiletry 
products for the use in the accommodation sector, as 
described in NACE Rev. 2 – Statistical classification of 
economic activities, intended for an individual booking 
only and intended to be discarded before the next guest 
arrives.

Shampoo bottles, hand 
and body lotion bottles, 
sachets around bar soap

6. Very lightweight plastic car-
rier bags

Very lightweight plastic carrier bags, except for very 
lightweight plastic carrier bags required for hygiene 
reasons or provided as sales packaging for loose food 
when this helps to prevent food wastage.

Very thin bags provided 
for bulk groceries

OJ L, 22.1.2025 EN

ELI: http://data.europa.eu/eli/reg/2025/40/oj 103/124

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32003H0361
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32003H0361
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Questions related to this section are listed below. The answers, to-
gether with the full list of questions, can be found in the dedicated 
chapter (Chapter 6 – FAQ):

Does the ban on using plastic for packaging fruit and vegetables 
weighing less than 1.5 kg also apply to recycled/recyclable plasti-
cs, such as PET, R-PET? Will there be any exceptions to the use of 
plastics in fruit and vegetables for packaging weighing less than 
1.5 kg?

With regard to the timetable for compliance with the reduction in 
packaging, which single-use materials will be prohibited?

With regard to single-use products/hotel amenities (shampoo and 
shower gel bottles and sachets, sewing kits, shower caps, etc.) in-
tended for the hospitality sector, are there any restrictions, limits 
or bans on marketing/production? If so, from when?

Restrictions in Annex V: what is meant by “facilitate handling”? 
Does this also apply to consumers? Will the restriction also apply 
to plastic film for multipacks?

Can single-dose sachets used in cosmetics outside the hospitality 
sector continue to be marketed?

3.2|F1

3.2|F2

3.2|F3

3.2|F4

3.2|F5

FAQ Restrictions on use of certain 
packaging formats

For fresh fruit and vegetables, plastic packaging is to be aboli-
shed. When will this come into force?

Article 25 of Regulation 2025/40 provides for restrictions on the 
use of certain packaging formats, referring to a list of packaging 
formats and uses that may not be placed on the market from 1 Ja-
nuary 2030, as set out in Annex V. Among these, single-use plastic 
grouped packaging is excluded if it is “necessary to facilitate han-
dling”. Is it possible to have further information on which plastic 
films for multipacks will be subject to this prohibition?

3.2|F6

3.2|F7

?3.2.7
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4 Further reading

Objective

The EU declaration of conformity certifies that compliance with 
the sustainability and labelling requirements set out in Articles 5 
to 12 of Regulation 2025/40 has been demonstrated: 68

 	› Requirements for substances in packaging (Article 5);
 	› Recyclable packaging (Article 6);
 	› Minimum recycled content in plastic packaging (Article 7);
 	› Biobased feedstock in plastic packaging (Article 8);
 	› Compostable packaging (Article 9);
 	› Packaging minimisation (Article 10);
 	› Reusable packaging (Article 11);
 	› Labelling of packaging (Article 12).

4.1 EU declaration  
of conformity 

68

Please note that no declaration of conformi-
ty is required for refilling requirements and 
restrictions on the use of certain packaging 
formats.

69

Attention: This is not a regulation that is already “in force” as we must wait for the delegated act 
of the European Commission, which will be published by 2027. 2025 is the deadline established by 
Article 11, paragraph 1 of Regulation 2025/40.

Content and timeline – Declaration of conformity

Requirements set out in Regulation 2025/40 Required from Notes – Next steps

2026 Report on the presence of 

substances of concern in packaging.

Requirements for substances 

in packaging – Article 5

2030 Pending implementing acts by 2026.Minimum recycled content  
in plastic packaging – Article 7

TBD – Pending 

details from the EU 

Commission

2028

2030

2025 69

2028

By 2028, the EU Commission will 
consider introducing a legislative 
proposal to establish sustainability 
requirements for biobased 
feedstock in plastic packaging.

Pending harmonised standards  
in 2026.

Pending harmonised standards  
in 2027.

Pending the delegated act  
by 2027.

Pending implementing acts by 2026.

Biobased feedstock 

in plastic packaging – Article 8

Compostable packaging – Article 9

Packaging minimisation – Article 10

Reusable packaging – Article 11

Labelling of packaging – Article 12

2030 Pending delegated acts  
by 2028.

Recyclable packaging – Article 6
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Summary of the main obligations relating to the declaration of conformity 
incumbent on the manufacturer, authorised representative, importer and distributor

Obligation Obligated parties

Manufacturer Authorised 
representative

Importer Distributor

Carrying out the conformity  
assessment procedure and drafting the 
technical documentation 71

Completing the EU declaration 
of conformity

Retaining technical documentation and EU 
declaration of conformity:
for 5 years from the date the single-use 
packaging was placed on the market, 
and 10 years from the date the reusable 
packaging was placed on the market

Submitting all relevant information and 
documentation to the national authority, 
to demonstrate the conformity 
of packaging with the applicable 
requirements set out in Articles 5 to 12.

By drawing up the EU declaration of conformity, the manufacturer 
assumes responsibility for the compliance of the packaging with 
the requirements laid down Regulation 2025/40.
Competent authorities shall control the accuracy of at least part 
of the declarations of conformity per year, assessed on a risk-ba-
sed approach and shall take the necessary measures to address 
non-compliance, such as the withdrawal of non-compliant pro-
ducts from the market.

Contents

The EU declaration of conformity:
 	› shall be drawn up in accordance with the structure set out in 

Annex VIII to Regulation 2025/40 70;
 	› shall contain the elements specified in the form set out in 

Annex VIII to Regulation 2025/40;
 	› shall be continuously updated;
 	› shall be translated into the language or languages required by 

the Member State in whose market the packaging is placed or 
made available.

In particular, the documentation referred to in Annex VII of Regula-
tion 2025/40 shall allow for the assessment of:
a.	a general description of the packaging and its intended use;
b.	conceptual design, manufacturing drawings and materials of 

components;  
c.	descriptions and explanations necessary for understanding the 

drawings, schemes and operation of the packaging;
d.	a list of:

1.	 the harmonised standards referred to in Article 36, applied 
in whole or in part: packaging complying with harmonised 
standards shall be considered to comply with the require-
ments of Articles 5 to 12 and Articles 24 and 26;  

2.	the common specifications referred to in Article 37, applied 
in whole or in part;

3.	other relevant technical specifications used for measure-
ment or calculation purposes;

4.	in the event of partly applied harmonised standards and/or 
common specifications, an indication of the parts which 
have been applied;

5.	in the event of harmonised standards and/or common spe-
cifications not being applied, a description of the solutions 
adopted to meet the requirements referred to in point (1);

e.	a qualitative description of the how the assessments provided 
for in Article 6 (recyclability), 10 (packaging minimisation) and 
11 (reusability);

f.	 test reports.

70

The declaration of conformity must be pre-
pared by the operator concerned. Regulation 
2025/40 does not provide for a specific or 
official form or facsimile to be used but in-
dicates, in Annex VIII, the contents of such a 
document. The economic operator is there-
fore free to use the format it considers most 
appropriate for its compilation, subject to 
any different provisions that may be establi-
shed by the European Commission.

71

Based on information that the subject may 
obtain from the supplier.
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Exemptions and derogations

 	› The procedure for assessing the conformity of packaging with 
the provisions of Regulation 2025/40 shall not apply to custo-
mised transport packaging for medical devices and configu-
rable medical systems that are to be used in industrial and 
healthcare environments.

 	› In the case of transport packaging, reusable packaging, pri-
mary production packaging, grouped packaging, sales packa-
ging or service packaging, where the natural or legal person 
who has the packaging designed or manufactured under their 
own name or trademark falls within the definition of a mi-
cro-enterprise set out in Recommendation 2003/361/EC as ap-
plicable on 11 February 2025, and the supplier of the packaging 
is located in the European Union, the supplier of the packaging 
shall be considered the manufacturer and is therefore subject 
to the obligations of the manufacturer defined in Article 15 of 
Regulation 2025/40. 

 	› Importers or distributors shall be considered manufacturers 
and therefore subject to the obligations of the manufacturer if 
they place packaging on the market under their own name or 
trademark or modify packaging already placed on the market 
in a way that it could affect its compliance with the relevant 
requirements of Regulation 2025/40. 

Questions related to this section are listed below. The answers, to-
gether with the full list of questions, can be found in the dedicated 
chapter (Chapter 6 – FAQ):

Is it correct that the manufacturer of a semi-finished product (PE 
film for packaging, which will subsequently be laminated to one 
or more materials by a converter) is NOT required to issue the de-
claration of conformity required by the Regulation?

Declaration of conformity: who must draw it up? Must the end user 
(the packager) request it from the supplier?

Will companies have to issue a declaration of conformity regar-
ding compliance with the requirements of Regulation 2025/40? Is 
this also required for medical devices and medicines?

Will the declaration of conformity to be drawn up in accordance 
with Annex VII be mandatory from 12 August 2026 (18 months after 
the entry into force of Regulation 2025/40)?

4.1|F1

4.1|F2

4.1|F3

4.1|F4

FAQ? EU declaration 
of conformity

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32003H0361
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Who is responsible for checking and verifying the accuracy of de-
clarations of conformity? This is particularly relevant in the speci-
fic case of secondary raw materials from outside the EU.

In the case of finished products, such as branded products, it is 
not clearly defined who should be considered the “manufacturer” 
for the purposes of drawing up the declaration of conformity for 
packaging. Is it possible to have clarification on this point?

4.1|F6

4.1|F7

The manufacturer “shall only place packaging on the market that 
complies with the requirements of Articles 5 to 12, following a 
conformity assessment procedure”. Nevertheless, the definition of 
“manufacturer” includes anyone who manufactures or has manu-
factured packaging or packaged products. In the case of a com-
pany that places packaged products on the market, is it therefore 
not necessary to draw up a declaration of conformity?

4.1|F5

Objective

In view of the consistently high levels of consumption of plastic 
bags and their potential for littering the environment, as well as 
the inefficient use of resources, it is appropriate to maintain provi-
sions aimed at achieving a consolidated reduction in their consu-
mption, as already provided for in Directive 94/62/EC.

Content of the measure 

Member States shall take measures to achieve a sustained re-
duction in the consumption of lightweight plastic carrier bags on 
their territory.
A sustained reduction is considered to be achieved if the annual 
consumption does not exceed 40 lightweight plastic carrier bags 
per person, or the equivalent target in weight, by 31 December 
2025 and subsequently by 31 December each year thereafter.
Measures to be taken by Member States to meet such objectives 
shall take into consideration the environmental impact of lightwei-
ght plastic carrier bags when they are manufactured, recycled or 
disposed of, and their composting properties, durability or spe-
cific intended use. Such measures may also include marketing re-
strictions, provided that they are proportionate and non-discri-
minatory. Member States may exclude from the obligations very 
lightweight plastic carrier bags which are required for hygiene 
purposes or provided as sales packaging for loose food to prevent 
food wastage. 72

4.2 Plastic 
carrier bags

72

In order to transpose Directive 2015/720/
EU on the reduction of the use of lightwei-
ght plastic carrier bags and to harmonise 
Italian legislation on the subject, Law 123 of 
3 August 2017 amended Part IV of Legisla-
tive Decree 152/2006. For further informa-
tion, please refer to Article 218 paragraph 
1; 226 bis and 226 ter of Legislative Decree 
152/2006 and the CONAI briefing: https://
www.etichetta-conai.com/documenti/no-
ta-informativa-borse-di-plastica

https://eur-lex.europa.eu/legal-content/IT/TXT/PDF/?uri=CELEX:01994L0062-20180704
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32015L0720
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32015L0720
https://www.gazzettaufficiale.it/atto/vediMenuHTML?atto.dataPubblicazioneGazzetta=2006-04-14&atto.codiceRedazionale=006G0171&tipoSerie=serie_generale&tipoVigenza=originario
https://www.gazzettaufficiale.it/atto/vediMenuHTML?atto.dataPubblicazioneGazzetta=2006-04-14&atto.codiceRedazionale=006G0171&tipoSerie=serie_generale&tipoVigenza=originario
https://www.gazzettaufficiale.it/atto/vediMenuHTML?atto.dataPubblicazioneGazzetta=2006-04-14&atto.codiceRedazionale=006G0171&tipoSerie=serie_generale&tipoVigenza=originario
https://www.gazzettaufficiale.it/atto/vediMenuHTML?atto.dataPubblicazioneGazzetta=2006-04-14&atto.codiceRedazionale=006G0171&tipoSerie=serie_generale&tipoVigenza=originario
https://www.conai.org/download/nota-informativa-sulle-borse-di-plastica/?tmstv=1752830566
https://www.conai.org/download/nota-informativa-sulle-borse-di-plastica/?tmstv=1752830566
https://www.conai.org/download/nota-informativa-sulle-borse-di-plastica/?tmstv=1752830566
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To be defined as a “micro-en-
terprise”, both conditions 
must be met.

Regulation 2025/40 repeatedly exempts “micro-enterprises” from 
the obligations incumbent on operators. The term “micro-enter-
prises” is to be understood, pursuant to Article 2 of the Annex to 
Recommendation 2003/361/EC, as referring to enterprises which:

 	› employ fewer than 10 persons and
 	› have either an annual turnover or an 					   

annual balance sheet total not exceeding €2 million.
 

In summary, the main exemptions 73 applicable to micro-enterpri-
ses are as follows:
 	› Exemption from the status of “manufacturer” for micro-enter-

prises that have packaging or packaged products manufactu-
red or designed by another entity located in the same Member 
State;

 	› Exemption from compliance with the re-use targets set out 
in Article 29, in the case of micro-enterprises that have made 
available no more than 1,000 kg of packaging in the territory of 
a Member State in a calendar year;

 	› Exemption from the obligation to offer re-use for the take-away 
sector set out in Article 33 for micro-enterprises that conduct 
their business activity in the hotel, restaurant, and catering 
sectors and that use take-away packaging;

It is also provided that Member States may allow micro-enterpri-
ses to place packaging on the market in the formats and for the 
uses listed in Annex V, point (3), of Regulation 2025/40, otherwi-
se prohibited, where it has been demonstrated that it is not te-
chnically feasible not to use such packaging or to obtain access 
to infrastructure that is necessary for the functioning of a re-use 
system.

4.3 Definition of
“micro-enterprise”

73

Non-exhaustive list of exemptions; please 
refer to the individual articles and, where 
applicable, to secondary legislation.

! ATTENTION

For a more accurate reading of Regulation 2025/40, it is necessary 
to clarify the difference between a delegated act and an EU imple-
menting act. This mainly concerns the level of discretion and the 
type of competence that are transferred to the Commission:

4.4Difference between 
“delegated acts” and 
“EU implementing acts”

A delegated act is an act adopted by the Commission to supple-
ment or amend certain non-essential elements of a legislative act.
They can only be of a general nature and must be adopted on the 
basis of a delegation granted in the text of EU legislation.
Essentially, they allow for greater flexibility and speed in the appli-
cation of detailed regulations without having to amend the primary 
law each time.

Delegated acts

Implementing acts

An implementing act is an act adopted by the Commission to ensu-
re the uniform application of Union legislation in all Member Sta-
tes. They can be of general or individual scope and are adopted to 
implement European legislation in practice, establishing precise 
operating procedures.
In concrete terms, they cannot add to, delete or amend anything 
in the basic act, and can only implement its content without chan-
ging its substance.

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32003H0361
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5 Definitions
The text of this section refers to the content of Article 3 of Regula-
tion 2025/40; other regulatory references will be duly indicated in 
a note.

Regulation 2025/40 has reformulated the following definitions with 
respect to Directive 94/62/EC.

The definition of packaging given in Regulation 2025/40 is as fol-
lows: 
“PACKAGING”: an item, irrespective of the materials from which 

it is made, that is intended to be used by an economic opera-
tor for the containment, protection, handling, delivery or pre-
sentation of products to another economic operator or to an 
end user, and that can be differentiated by packaging format 
based on its function, material and design, including:
a.	an item that is necessary to contain, support or preserve 

a product throughout its lifetime, without being an inte-
gral part of the product, and which is intended to be used, 
consumed or disposed of together with the product;

b.	a component of, and ancillary element to, an item referred 
to in point (a) that is integrated into the item;

c.	an ancillary element to an item referred to in point (a) that 
is hung directly on, or attached to, the product and that 
performs a packaging function, without being an integral 
part of the product, and which is intended to be used, 
consumed or disposed of together with the product;

d.	an item that is designed and intended to be filled at the 
point of sale in order to dispense the product, which is 
also referred to as “service packaging”;

e.	a disposable item that is sold and filled or designed and in-
tended to be filled at the point of sale and which performs 
a packaging function;

f.	 a permeable tea, coffee or other beverage bag, or soft 
after-use system single-serve unit that contains tea, cof-

fee or another beverage, and which is intended to be used 
and disposed of together with the product;

g.	a non-permeable tea, coffee or other beverage system sin-
gle-serve unit intended for use in a machine and which is 
used and disposed of together with the product.

“SALES PACKAGING”: packaging conceived so as to constitute a 
sales unit consisting of products and packaging to the end 
user at the point of sale.

“GROUPED PACKAGING”: packaging conceived so as to constitu-
te a grouping of a certain number of sales units at the point 
of sale, irrespective of whether that grouping of sales units is 
sold as such to the end user or whether it serves as a means 
to facilitate the restocking of shelves at the point of sale or to 
create a stock-keeping or distribution unit, and which can be 
removed from the product without affecting its characteristi-
cs.

“TRANSPORT PACKAGING”: packaging conceived so as to faci-
litate the handling and transport of one or more sales units 
or a grouping of sales units, in order to prevent damage to 
the product from handling and transport, but which excludes 
road, rail, ship and air containers.

Regulation 2025/40, in its recitals, specifies that cups, food con-
tainers, sandwich bags or other items which can perform a packa-
ging function should not be considered to be packaging where they 
are designed and intended to be sold empty by the final distribu-
tor. Such items should only be considered to be packaging where 
they are designed and intended to be filled at the point of sale – in 
which case they should be considered to be “service packaging” 
– or sold by the final distributor containing food and beverages, 
provided that they perform a packaging function.

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:01994L0062-20180704
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Specific indications are also provided by Regulation 2025/40 with 
regard to tea bags and coffee bags or single-serve units intended 
for use in tea or coffee preparation systems. As a rule, an item 
which is an integral part of a product and is necessary to contain, 
support or preserve that product throughout its lifetime and where 
all elements of that item are intended to be used, consumed or di-
sposed of together should not be considered to be packaging given 
that its functionality is intrinsically linked to it being part of the 
product. However, in light of the disposal behaviour of consumers 
regarding tea and coffee bags as well as coffee or tea system sin-
gle-serve units, which, in practice, are disposed of together with 
the product residue, leading to the contamination of compostable 
and recycling streams, those specific items should be treated as 
packaging, as specified in the definition of “packaging” provided 
by Regulation 2025/40. 
Paints, inks, varnishes, lacquers and adhesives that have been 
applied directly on a product should not, however, be included in 
the definition of packaging. In any case, labels hung directly on or 
attached to a product, including sticky labels attached to fruits 
and vegetables, are included in the definition of packaging. 

Regulation 2025/40 introduces, with respect to Directive 94/62/
EC, additional terms and definitions to those listed above for 
“packaging”:

“TAKE-AWAY PACKAGING”: service packaging filled at attended 
points of sale with beverages or ready-prepared food that are 
packaged for transportation and immediate consumption at 
another location without the need for any further preparation 
and are typically consumed from the packaging.

“PRIMARY PRODUCTION PACKAGING”: an item designed and in-
tended to be used as packaging for unprocessed products from 
primary production as defined in Regulation (EC) 178/2002.

The definition of primary production packaging 74 should not entail 
an expansion of products being considered to be packaging under 
Regulation 2025/40. The introduction of this definition and its use 
in the definition of “producer” ensures that the natural or legal 

person making that kind of packaging available for the first time is 
considered to be the producer under Regulation 2025/40, and not 
the primary sector businesses (such as farmers) who use it.

“E-COMMERCE PACKAGING”: transport packaging used to deli-
ver products in the context of sale online or through other me-
ans of distance sales to the end user.

“INNOVATIVE PACKAGING”: a form of packaging that is manu-
factured using new materials, resulting in a significant im-
provement in the functions of the packaging, such as the 
containment, protection, handling, or delivery of products, 
and in overall demonstrable environmental benefits, with 
the exception of packaging that is the result of modification 
to existing packaging for the main purpose of improving the 
presentation of products and marketing.

“SINGLE-USE PACKAGING”: packaging which is not reusable 
packaging.

“CONTACT-SENSITIVE PACKAGING”: packaging that is intended 
to be used for products falling within the scope of Regulations 
(EC) 1831/2003 of the European Parliament and of the Council, 
(EC) 1935/2004, (EC) 767/2009 of the European Parliament 
and of the Council, (EC) 1223/2009 of the European Parlia-
ment and of the Council, (EU) 2017/745, (EU) 2017/746, (EU) 
2019/4 of the European Parliament and of the Council or (EU) 
2019/6, or of Directives 2001/83/EC, 2002/46/EC of the Euro-
pean Parliament and of the Council or 2008/68/EC, or for pro-
ducts as defined in Articles 1 and 2 of Decision (EU) 2023/1809 
of the Commission.

“COMPOSITE PACKAGING”: a unit of packaging made of two or 
more different materials which are part of the weight of the 
main packaging material and cannot be separated manually 
and therefore form a single integral unit, unless one of the 
materials constitutes an insignificant part of the packaging 
unit and in any event no more than 5% of the total mass of the 

74

Please refer to Recital 12 of Regulation 
2025/40.

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:01994L0062-20180704
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:01994L0062-20180704
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32002R0178
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02003R1831-20210327
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02003R1831-20210327
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02004R1935-20210327
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02009R0767-20181226
https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:02009R1223-20250901
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02017R0745-20250110
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02017R0746-20250110
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32019R0004
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32019R0004
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02001L0083-20250101
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02002L0046-20250316
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02008L0068-20250213
https://eur-lex.europa.eu/legal-content/IT/TXT/PDF/?uri=CELEX:32023D1809


132                                     133                                     

packaging unit and excluding labels, varnishes, paints, inks, 
adhesives and lacquers. This provision is without prejudice to 
Directive (EU) 2019/904.

Therefore, if a given material represents only an insignificant part 
of a packaging unit, and in any event no more than 5% of its total 
mass, such a packaging unit should not be considered to be com-
posite packaging. The definition of composite packaging in Regu-
lation 2025/40 should not exempt single-use packaging partially 
made of plastics, regardless of the threshold level, from the re-
quirements of Directive (EU) 2019/904 of the European Parliament 
and of the Council on the reduction of the impact of certain plastic 
products on the environment.

“INTEGRATED COMPONENT”: a packaging component, whether 
or not of the same material as, or distinct from, the main body 
of the packaging unit, that is integral to the packaging unit 
and its functioning, that does not need to be separated from 
the main body of the packaging unit in order to ensure the 
functionality of the packaging unit and that is typically di-
scarded at the same time as the main body of the packaging 
unit, although not necessarily via the same disposal route.

“SEPARATE COMPONENT”: a packaging component, whether or 
not from the same material as the main body of the packa-
ging unit, that is distinct from the main body of the packa-
ging unit, that needs to be disassembled completely and per-
manently from the main body of the packaging unit and that 
is typically discarded prior to and separately from the main 
body of the packaging unit, including packaging components 
that can be separated from each other simply through me-
chanical stress during transportation or sorting.

“PACKAGING UNIT”: a unit, including integrated or separate 
components, which together perform a packaging function, 
such as containing, protecting, handling, delivering, storing, 
transporting or presenting products, and which includes indi-
vidual units of grouped packaging or packaging for transport 
when they are discarded before the point of sale. 

“PACKAGING PRESENTING A RISK”: packaging that, by not com-
plying with a requirement set out in or pursuant to Regulation 
2025/40, other than those requirements listed in Article 62, 
paragraph 1, could adversely affect the environment, health 
or other public interests protected by that requirement.

“PACKAGING PRESENTING A SERIOUS RISK”: packaging presen-
ting a risk for which, based on an assessment, the degree of 
the relevant non-compliance or the associated harm is consi-
dered to require rapid intervention by the market surveillance 
authorities, including cases where the effects of the non-com-
pliance are not immediate.

Regulation 2025/40 aims to prevent the production of packaging 
waste and reduce its quantity. It establishes specific measures to 
prevent packaging waste, which are defined as follows: 
“PACKAGING WASTE PREVENTION”: measures that are taken be-

fore any packaging or packaging material has become packa-
ging waste and that reduce the quantity of packaging waste, 
so that less or no packaging is required to contain, protect, 
handle, deliver or present products, including measures as 
regards the re-use of the packaging and measures to extend 
the life of the packaging before it becomes waste.

The measures governed by Regulation 2025/40 include:
 	› measures aimed at packaging minimisation; 
 	› restrictions on use of certain packaging formats;
 	› measures for the re-use of packaging;
 	› measures relating to the refilling of packaging;
 	› measures relating to the recyclability/compostability of packa-

ging;
 	› measures aimed at reducing the consumption of plastic bags.

The following definitions apply in this regard:
“RE-USE”: any operation by which reusable packaging is used 

again multiple times for the same purpose for which it was 
conceived.

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32019L0904
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32019L0904
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“RE-USE SYSTEM”: the organisational, technical or financial ar-
rangements, together with incentives, that allow re-use ei-
ther in a closed loop or open loop system, including a deposit 
and return system that ensures that packaging is collected 
for re-use.

“RECONDITIONING”: any operation listed in Part B of Annex VI 
necessary to restore reusable packaging to a functional state 
for the purpose of its re-use.

“REFILL”: an operation by which a container that fulfils the 
packaging function, and that is either owned by the end user 
or purchased by the end user at the point of sale of the final 
distributor is filled by the end user or by the final distributor 
with one or several products purchased by the end user from 
the final distributor.

“REFILL STATION”: a place where a final distributor offers to end 
users products that can be purchased through refill.

“DESIGN FOR RECYCLING”: the design of packaging, including in-
dividual components of packaging, that ensures the recycla-
bility of the packaging with established collection, sorting and 
recycling processes proven in an operational environment.

“RECYCLABILITY”: the compatibility of packaging with the ma-
nagement and processing of waste by design, based on sepa-
rate collection, sorting in separate streams, recycling at scale 
and the use of recycled materials to replace primary raw ma-
terials.

“COMPOSTABLE PACKAGING”: packaging that biodegrades in 
industrially controlled conditions or that is capable of un-
dergoing biological decomposition in such conditions, inclu-
ding through anaerobic digestion, but not necessarily in a 
home-composting environment, combined, if necessary, with 
physical treatment, resulting ultimately in the conversion of 
the packaging into carbon dioxide or, in the absence of oxy-
gen, methane, and mineral salts, biomass and water, and 

that does not hinder or jeopardise the separate collection and 
the composting and anaerobic digestion process.

“HOME COMPOSTABLE PACKAGING”: packaging that can biode-
grade in non-controlled conditions that are not industrial-sca-
le composting facilities and the composting process of which 
is performed by private individuals with the aim of producing 
compost for their own use. 

“PLASTIC”: a material consisting of a polymer as defined in Arti-
cle 3, paragraph 5, of Regulation (EC) 1907/2006, to which ad-
ditives or other substances may have been added, and which 
is capable of functioning as a main structural component of 
packaging, with the exception of natural polymers that have 
not been chemically modified.

“BIOBASED PLASTICS”: plastics made from biological resources, 
such as biomass feedstock, organic waste or by-products, 
and irrespective of whether the plastics are biodegradable or 
non-biodegradable.

“PLASTIC CARRIER BAGS”: carrier bags, with or without a han-
dle, made of plastic, which are supplied to consumers at the 
point of sale of products.

“LIGHTWEIGHT PLASTIC CARRIER BAGS”: plastic carrier bags 
with a wall thickness below 50 microns.

“VERY LIGHTWEIGHT PLASTIC CARRIER BAGS”: plastic carrier 
bags with a wall thickness below 15 microns.

“THICK PLASTIC CARRIER BAGS”: plastic carrier bags with a wall 
thickness between 50 and 99 microns.

“VERY THICK PLASTIC CARRIER BAGS”: plastic carrier bags with 
a wall thickness above 99 microns.

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02006R1907-20250623
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With regard to the parties subject to the obligations arising from 
the application of Regulation 2025/40, the relevant definitions are 
set out below:
“ECONOMIC OPERATOR”: the manufacturer, the supplier, the im-

porter, the distributor, the authorised representative, the fi-
nal distributor and the fulfilment service provider.

“MANUFACTURER”: any natural or legal person that manufactu-
res packaging or a packaged product. However:
a) subject to point (b), where a natural or legal person has 

packaging or a packaged product designed or manu-
factured under its own name or trademark, regardless of 
whether any other trademark is visible on the packaging 
or on the packaged product, “manufacturer” means that 
natural or legal person;

b) where the natural or legal person that has the packaging 
or packaged product designed or manufactured under its 
own name or trademark falls within the definition of mi-
cro-enterprise set out in Recommendation 2003/361/EC as 
applicable on 11 February 2025, and the natural or legal 
person that supplies the packaging to the natural or legal 
person that has the packaging designed or manufactured 
under its own name or trademark is located in the same 
Member State, “manufacturer” means the natural or le-
gal person that supplies the packaging.

“PRODUCER”: any manufacturer, importer or distributor to whom, 
irrespective of the selling technique used, including by means 
of distance contracts, one of the following applies:
a) the manufacturer, importer or distributor is established 

in a Member State and makes available for the first time 
from within the territory of that Member State and on that 
same territory transport packaging, service packaging, 
or primary production packaging, whether as single-use 
packaging or as reusable packaging; or

b) the manufacturer, importer or distributor is established 
in a Member State and makes available for the first time 
from within the territory of that Member State and on that 
same territory products packaged in packaging other 

than those referred to in point (a); or
c) the manufacturer, importer or distributor is established 

in a Member State or in a third country and makes avai-
lable for the first time on the territory of another Member 
State, directly to end users, transport packaging, service 
packaging or primary production packaging, whether as 
single-use packaging or as reusable packaging; or

d) the manufacturer, importer or distributor is established in 
a Member State or in a third country and makes available 
for the first time on the territory of another Member Sta-
te, directly to end users, products packaged in packaging 
other than those referred to in point (c); or

e) the manufacturer, importer or distributor is established in 
a Member State and unpacks packaged products without 
being an end user, unless another person is the producer 
as defined in point (a), (b), (c) or (d).

“SUPPLIER”: any natural or legal person that supplies packaging 
or packaging material to a manufacturer.

“IMPORTER”: any natural or legal person established within the 
Union that places packaging from a third country on the mar-
ket.

“DISTRIBUTOR”: any natural or legal person in the supply chain, 
other than the manufacturer or importer, that makes packa-
ging available on the market.

“AUTHORISED REPRESENTATIVE”: any natural or legal person 
established in the Union that has received a written mandate 
from the manufacturer to act on that manufacturer’s behalf 
in relation to specified tasks with regard to the manufactu-
rer’s obligations under Regulation 2025/40.

“FINAL DISTRIBUTOR”: the natural or legal person in the supply 
chain that delivers packaged products, including through 
re-use, or products that can be purchased through refill to 
the end user.

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32003H0361
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“CONSUMER”: any natural person who is acting for purposes whi-
ch are outside their trade, business or profession.

“END USER”: any natural or legal person that resides or is establi-
shed in the Union to whom a product has been made available 
either as a consumer or as a professional end user in the cour-
se of its industrial or professional activities, and that does not 
make that product further available on the market in the form 
supplied to it.
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2.1|F1

This section contains frequently asked questions (FAQs) relating to 
Regulation 2025/40. The questions and answers are organised by 
topic, following the structure of the main document. 
There is also an “Other” section, which contains cross-cutting or 
general questions that do not refer to a specific measure but are 
nevertheless relevant for the understanding and application of the 
Regulation.

All answers are updated as of 30 September 2025; any subsequent 
additions and/or changes will be made available with an indication 
of the new publication date.

Should analyses of chemical content (PFAS) be repeated for each 
production batch? Even if the same types of raw materials or com-
ponents are used, but from different suppliers?

Article 5 of Regulation 2025/40 does not provide specific guidance 
on this matter. However, delegated acts are expected both for ha-
zardous substances in general and specifically for PFAS, which may 
include information of this kind.  
Regulation 2025/40 stipulates that compliance with the require-
ments relating to substances contained in packaging must be de-
monstrated in the documentation drawn up in accordance with 
Annex VII to the Regulation, whereby “The manufacturer shall take 
all measures necessary so that the manufacturing process and the 
monitoring thereof ensure compliance of the manufactured packa-
ging”.
For this reason, analyses relating to the content of “hazardous” 
substances, such as PFAS, must be repeated as often as necessary 
to ensure compliance with the limits set out in Regulation 2025/40.
The manufacturer must therefore declare, under its sole respon-
sibility, that the packaging concerned complies with the require-
ments.
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2.1|F32.1|F2Will there be a definitive list of PFAS substances subject to restri-
ctions under the PPWR or will reference be made to existing regu-
latory frameworks (e.g. REACH/POP)?

Pursuant to Article 5, paragraph 5 of Regulation 2025/40, from 12 
August 2026, food-contact packaging shall not be placed on the 
market if it contains per- and polyfluoroalkyl substances (PFAS) in 
a concentration equal to or above the following limit values, unless 
another Union legal act already prohibits the placing on the market 
of such packaging:
a.	25  ppb for any PFAS as measured with targeted PFAS analysis 

(polymeric PFAS excluded from quantification);
b.	250 ppb for the sum of PFAS measured as the sum of targeted 

PFAS analysis, where applicable with prior degradation of pre-
cursors (polymeric PFAS excluded from quantification); and

c.	50  ppm for PFAS (including polymeric PFAS); if total fluorine 
exceeds 50 mg/kg the manufacturer, importer or downstream 
user as defined respectively in Article 3, points (9), (11) and (13) 
of Regulation (EC) 1907/2006 shall, upon request, provide to 
the manufacturer or the importer as defined respectively in Ar-
ticle 3, paragraph 1, points (13) and (17) of Regulation 2025/40, 
proof of the quantity of fluorine measured as content of either 
PFAS or non-PFAS in order for them to draw up the technical do-
cumentation as referred to in Annex VII to Regulation 2025/40.

“PFAS” means any substance that contains at least one fully fluo-
rinated methyl (CF3-) or methylene (-CF2-) carbon atom (without 
any H/Cl/Br/I attached to it), except substances that only contain 
the following structural elements: CF3-X or X-CF2-X', where X = -OR 
or -NRR' and X' = methyl (-CH3), methylene (-CH2-), an aromatic 
group, a carbonyl group (-C(O)-), -OR'', -SR'' or -NR''R'''; and where 
R/R'/R''/R''' is a hydrogen (-H), methyl (-CH3), methylene (-CH2-), 
an aromatic group or a carbonyl group (-C(O)-).
By 12 August 2030, the Commission shall carry out an evaluation 
to assess whether to amend or repeal paragraph 5, in order to 
avoid overlaps with restrictions or prohibitions on the use of PFAS 
laid down in accordance with Regulations (EC) 1935/2004, (EC) 
1907/2006, or (EU) 2019/1021.

Is it correct to say that there are no transitional measures for 
PFAS? There is mention of the placing on the market of packaging 
containing PFAS, but no mention of the placing on the market of 
finished products containing them. What should companies do?

There are no transitional measures for the ban on the marketing 
of packaging that exceeds the PFAS content limits. Regulation 
2025/40 does not lay down provisions on the concentration of PFAS 
in products contained in packaging.

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02006R1907-20250623
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02004R1935-20210327
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02006R1907-20250623
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02006R1907-20250623
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32019R1021R(01)
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2.2|F1Are there already technical protocols for assessing the recyclabi-
lity of flexible plastic packaging that can be used to meet regula-
tory requirements?

With regard to technical protocols related to recyclability, it will 
be necessary to wait for the delegated acts of the EU Commission. 
These acts are expected by 1 December 2028 and will apply from 
1 January 2030, when all packaging must be recyclable, i.e. desi-
gned for recycling (the acts will define the design for recycling cri-
teria, the recyclability performance grades and the methodologies 
for defining the grades). 
From 1 January 2035, all packaging must be recyclable on a large 
scale. The relevant methodology and criteria for assessment will 
be the subject of delegated acts expected by 1 January 2030. 
Therefore, the criteria to be considered in view of the 2030 and 
2035 recyclability targets have not yet been defined. CEN is wor-
king on design for recycling guidelines, which will take into account 
existing European guidelines. 
However, it is known that the D4R guidelines and the methodo-
logy for defining recyclability grades will consider all integrated 
components of the packaging system and take into account fac-
tors such as the quality of secondary raw materials obtained from 
recycling processes, existing infrastructure and the presence of 
hazardous substances. 
For guidance purposes only, and pending further clarification on 
these aspects with the publication of CEN standards and delegated 
acts, here are some existing European guidelines for plastic packa-

2.2 Recyclable 
packaging

ging that may be useful for analysing and assessing recyclability:
 	› for flexible packaging, for example, the CEFLEX Design for 

Recycling Guidelines;
 	› for all plastic packaging, the Recyclass guidelines;
 	› for plastic bottles, the EPBP Guidelines.  

For paper packaging, on the other hand, the existing references 
are the Aticelca Assessment System, the CEPI 4evergreen method.
CONAI but provides the “Progettare Riciclo” (Design for Recycling) 
platform, a tool that offers design guidelines aimed at improving 
the recyclability of aluminium, steel, paper, and plastic packaging.
For further information on voluntary communication on recyclabi-
lity, please refer to page 19 of the Guidelines For Voluntary Environ-
mental Labelling by CONAI. However, it should also be noted that 
once recyclability becomes a legal requirement, it will no longer 
be possible to claim this characteristic as a distinctive feature of 
packaging. For further information, please consult the Summary 
Guide to the new European Directive 2024/825/EU.

Can PET trays that use a peelable heat-sealed PET film that is not 
recyclable continue to use this type of film, given that it accounts 
for a minimal percentage of the plastic?

Article 7 (paragraphs 1 and 2) of Regulation 2025/40 contains re-
quirements for minimum recycled content in plastic packaging; 
however, paragraph 5 states that “any plastic part representing 
less than 5% of the total weight of the whole packaging unit” is 
exempt from these requirements, therefore if the film remains be-
low the 5% threshold, it is exempt.

?

https://guidelines.ceflex.eu/
https://guidelines.ceflex.eu/
https://recyclass.eu/recyclability/design-for-recycling-guidelines/
https://www.epbp.org/design-guidelines
https://www.progettarericiclo.com/en
https://www.etichetta-conai.com/en/documents/guidelines-for-voluntary-environmental-labeling/
https://www.etichetta-conai.com/en/documents/guidelines-for-voluntary-environmental-labeling/
https://www.etichetta-conai.com/en/documents/green-claims/
https://www.etichetta-conai.com/en/documents/green-claims/
https://www.etichetta-conai.com/en/documents/directive-eu-2024-825/
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What tests are used to demonstrate the recyclability of a packa-
ging material? 

In order to demonstrate the recyclability of a material, it will be 
necessary to wait for the adoption of the Commission’s delegated 
acts. 
Specifically, by 1 January 2028, the Commission must adopt a dele-
gated act setting out, among other things, how to perform recycla-
bility performance assessment and express its result in recyclabi-
lity performance grades per packaging unit, in terms of weighting, 
including material-specific criteria and sorting efficiency, to deter-
mine whether packaging is to be considered recyclable.

“Recyclability grades” have been defined: how does the criterion 
for this classification work? How is it calculated?

The recyclability grades are indicated in Table 3 of Annex II (Recycla-
bility performance grades). Article 6 of Regulation 2025/40 stipu-
lates that, from 1 January 2030, packaging placed on the market 
must be recyclable according to grades A, B and C indicated in the 
table. However, it is necessary to wait for the Commission (by 1 
January 2028) to supplement Regulation 2025/40 with delegated 
acts establishing the design for recycling criteria and the recycla-
bility performance grades.  

What are the criteria for considering packaging recyclable 
(grades A, B, and C) until specific provisions are established?  
Is it already possible to define it as such? Is it mandatory or optio-
nal to declare the percentage of recycled plastic?

Article 6 of Regulation 2025/40 stipulates that from 1 January 
2030 (or, if the delegated acts referred to in paragraph 4 of Ar-

ticle 6 are adopted after 1 January 2028, the obligation will take 
effect 24 months after the entry into force of those acts) packa-
ging placed on the market must be recyclable in accordance with 
grades A, B and C of Table 3 of Annex II (Recyclability performance 
grades). However, it is necessary to wait for the Commission (by 
1 January 2028) to supplement Regulation 2025/40 with delega-
ted acts establishing design for recycling criteria and recyclability 
performance grades based on the provisions of Table 3 of Annex II. 
Compliance with these recyclability requirements must be clearly 
stated in the declaration of conformity referred to in Annex VII. 
With regard to the minimum content of recycled material in pla-
stic packaging, Article 7 of Regulation 2025/40 stipulates that by 
1 January 2030, all plastic parts of packaging must contain a mini-
mum percentage of recycled content recovered from post-consu-
mer plastic waste. Compliance with this obligation must also be 
demonstrated by the manufacturer or importer in the technical in-
formation on packaging referred to in Annex VII. 
For further information on voluntary communication on recycla-
bility, please refer to page 19 of the Guidelines For Voluntary En-
vironmental Labelling by CONAI. However, it should be noted that 
once recyclability becomes a legal requirement, it will no longer 
be possible to claim this characteristic as a distinctive feature of 
packaging in order to avoid the risk of greenwashing. For further 
information, please consult the Summary Guide to the new Euro-
pean Directive 2024/825/EU.

https://www.etichetta-conai.com/en/documents/guidelines-for-voluntary-environmental-labeling/
https://www.etichetta-conai.com/en/documents/guidelines-for-voluntary-environmental-labeling/
https://www.etichetta-conai.com/en/documents/green-claims/
https://www.etichetta-conai.com/en/documents/directive-eu-2024-825/
https://www.etichetta-conai.com/en/documents/directive-eu-2024-825/


148                                     149                                     

2.3|F1

2.3|F3

2.3|F2

How does recycled packaging fit in with the safety assessment of 
cosmetics?

Regulation 2025/40 does not regulate or provide for specific 
exemptions regarding the minimum content of recycled plastic in 
cosmetic packaging. However, the implementing acts of Article 7, 
which will establish the methodology for calculating and
verifying the percentage of recycled content recovered from 
post-consumer waste, may provide guidance in this regard.
In any case, it should be noted that, as provided for in Article 2, 
Regulation 2025/40 is without prejudice to European Union regu-
latory requirements “relating to the safety, quality, health pro-
tection and hygiene of packaged products”. 75

How can the suitability of a plastic film containing recycled ma-
terial be verified? 

In order to verify the suitability of packaging in accordance with 
the requirements of Article 7 of Regulation 2025/40, “minimum 
recycled content in plastic packaging”, it will be necessary to wait 

Minimum recycled 
content in plastic 
packaging

2.3

75

For further information on the safety of co-
smetic products, please refer to Regulation 
(EC) 2009/1223, specifically Article 10 and 
Annex I, point (4).

for the Commission to adopt implementing acts by 31 December 
2026, aimed at establishing the methodology for calculating and 
verifying the percentage of recycled content. 

In the case of plastic packaging, what are the minimum recycled 
content thresholds and when will they come into force?

Article 7 of Regulation 2025/40 establishes specific minimum 
recycled content requirements for plastic packaging:
1.	 By 1 January 2030 (or three years after the date of entry into for-

ce of the implementing act referred to in paragraph 8 of Article 
7, if later) any plastic part of packaging placed on the market 
shall contain the following minimum percentage of recycled 
content recovered from post-consumer plastic waste, per 
packaging type and format as referred to in Table 1 of Annex 
II, calculated as an average per manufacturing plant and year:
a.	30% for contact-sensitive packaging made from polyethy-

lene terephthalate (PET) as the major component, except 
single-use plastic beverage bottles;

b.	10% for contact-sensitive packaging made from plastic ma-
terials other than PET, except single-use plastic beverage 
bottles;

c.	30% for single-use plastic beverage bottles;
d.	35% for plastic packaging other than those referred to in 

points (a), (b) and (c).
2.	By 1 January 2040, any plastic part of packaging placed on the 

market shall contain the following minimum percentage of 
recycled content recovered from post-consumer plastic waste, 
per packaging type and format as referred to in Table 1 of An-
nex II, calculated as an average per manufacturing plant and 
year:
a.	50% for contact-sensitive packaging made from PET as the 

major component, except single-use plastic beverage bott-
les;

?

https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:02009R1223-20250901

https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:02009R1223-20250901
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b.	25% for contact-sensitive packaging made from plastic ma-
terials other than PET, except single-use plastic beverage 
bottles;

c.	65% for single-use plastic beverage bottles;
d.	65% for plastic packaging other than those referred to in 

points (a), (b) and (c).

How should Article 7.5.a be interpreted with regard to packaging 
that poses a risk to human health?

Compliance with Regulation (EC) 1935/2004 remains a prerequi-
site for materials and articles intended to come into contact with 
food, which cannot be waived in order to comply with the require-
ments of Regulation 2025/40. 
Therefore, the amount of recycled content in plastic packaging in-
tended to come into contact with foods must not pose a threat to 
human health.
Article 7, paragraph 5, point (a) of Regulation 2025/40 stipula-
tes that the minimum recycled content requirements for plastic 
packaging (set out in paragraphs 1 and 2 of the same regulation) 
do not apply to plastic packaging that is intended to come into 
contact with food where the quantity of recycled content poses a 
threat to human health and results in non-compliance of packaged 
products with Regulation (EC) 1935/2004 on materials and articles 
intended to come into contact with foods. Therefore, the appli-
cation of this exclusion must be assessed with specific reference 
to the above-mentioned Regulation, as well as to Regulation (EU) 
2022/1616 on recycled plastic materials and articles intended to 
come into contact with foods. 

2.5|F1 Will capsules and bags for coffee or other beverages be subject to 
compostability requirements?

For non-permeable single-serve units, compostability is at the di-
scretion of each Member State when specific conditions apply at 
national level. Depending on the type of capsule, there are diffe-
rent provisions in Regulation 2025/40:
 	› According to Article 3, paragraph 1, point (f), the definition 

of packaging includes “a permeable tea, coffee or other beve-
rage bag, or soft after-use system single-serve unit that con-
tains tea, coffee or another beverage, and which is intended to 
be used and disposed of together with the product”. 		
With regard to those items, Article 9 of Regulation 2025/40 
stipulates that, by 12 February 2028, such packaging must be 
compostable under industrial composting conditions. Member 
States may also require compatibility with home composting, 
if provided for in national legislation.

 	› With regard to non-permeable single-serve units (Article 3, 
paragraph 1, point (g), compostability is not mandatory at EU 
level, but may be required by Member States, provided that 
adequate collection and treatment systems for bio-waste wa-
ste exist.

For permeable tea bags, coffee bags or bags for other beverages, 
or single-serve, single-use units that are soft after use, which con-

Compostable
packaging

2.5
?

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02004R1935-20210327

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02004R1935-20210327

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02022R1616-20250316

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02022R1616-20250316
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tain tea, coffee or another beverage, and are intended to be used 
and disposed of together with the product, there is a general com-
postability requirement from 2028.

According to Regulation 2025/40, will tea filters be considered 
packaging? Do we therefore need to amend all disposal tables to 
include disposal provisions for tea filters?

The filters in question fall within the category of packaging. 
In particular, a permeable tea, coffee or other beverage bag, or 
soft after-use system single-serve unit that contains tea, coffee or 
another beverage, and which is intended to be used and disposed 
of together with the product, will be considered packaging from 12 
August 2026 and will therefore be subject to environmental label-
ling requirements. 
They must bear the identification code pursuant to Decision 129/97/
EC referring to the material composition of the wrapping.
With regard to disposal instructions, compostable capsules, bags 
and sachets in accordance with UNI 13432 these will be destined 
for separate collection for bio-waste and must bear all the man-
datory information required for items with these characteristics 
(for further details, please refer to page 32 of the Guidelines on the 
labelling of packaging pursuant to Article 219, paragraph 5 of Legi-
slative Decree 152/2006 as amended). The use of digital channels is 
always possible to convey this information in accordance with the 
procedures already set out in the official guidelines. 
It should also be noted that the above-mentioned environmental 
labelling requirements for packaging will be subject to change, as 
Regulation 2025/40 stipulates that from 12 August 2028, packa-
ging must bear a harmonised label for all Member States in accor-
dance with the implementing acts to be adopted by the European 
Commission by 12 August 2026.

2.5|F3 Will capsules and bags for coffee or other beverages have to be 
compostable, or will each country in Europe be able to decide 
whether to make compostability mandatory, based on its own 
recycling chain?

Compostability with regard to compatibility with the standards for 
composting in industrially controlled conditions in bio-waste tre-
atment facilities will be mandatory, pursuant to Article 9 of Regu-
lation 2025/40.
The introduction of the requirement for compatibility with home com-
posting standards is, however, at the discretion of each Member State. 
With regard to non-permeable coffee capsules (defined by Article 3, 
point (g) of Regulation 2025/40), it will be up to each Member Sta-
te to impose compostability requirements; it should be noted that, 
in accordance with the single market as highlighted in Article 4 of 
Regulation 2025/40, this flexibility is subject to compliance with 
the TRIS notification procedure. See Article 9, paragraph 2, point 
(a): “By way of derogation from Article 6, paragraph 1, where Mem-
ber States allow waste with similar biodegradability and composta-
bility properties as bio-waste pursuant to Article 22, paragraph 1 of 
Directive 2008/98/EC to be collected together with bio-waste, and 
appropriate waste collection schemes and waste treatment infra-
structure are available to ensure that compostable packaging enters 
the bio-waste management stream, Member States may require that 
the following packaging shall be made available on their territory for 
the first time only if the packaging is compostable:
a) packaging referred to in Article 3, paragraph 1, point (1)(g), 
composed of material other than metal, very lightweight plastic 
carrier bags and lightweight plastic carrier bags (...)”.

What are the requirements for compostable packaging?

Compostable packaging is defined as “packaging that biodegra-
des in industrially controlled conditions or that is capable of un-
dergoing biological decomposition in such conditions, including 

https://www.etichetta-conai.com/en/documents/decision-129-97-ec/
https://www.etichetta-conai.com/en/documents/decision-129-97-ec/
https://www.etichetta-conai.com/en/documents/guidelines-for-the-environmental-labelling-of-packaging/
https://www.etichetta-conai.com/en/documents/guidelines-for-the-environmental-labelling-of-packaging/
https://www.etichetta-conai.com/en/documents/guidelines-for-the-environmental-labelling-of-packaging/
https://www.etichetta-conai.com/en/documents/guidelines-for-the-environmental-labelling-of-packaging/
https://technical-regulation-information-system.ec.europa.eu/en/home
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02008L0098-20240218
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through anaerobic digestion, but not necessarily in a home-com-
posting environment, combined, if necessary, with physical treat-
ment, resulting ultimately in the conversion of the packaging into 
carbon dioxide or, in the absence of oxygen, methane, and mineral 
salts, biomass and water, and that does not hinder or jeopardise 
the separate collection and the composting and anaerobic dige-
stion process”. 
To date, the reference standard for compostable packaging is EN 
13432.
Then, by 12 February 2026, it will be up to European standardisa-
tion organisations to prepare harmonised standards with technical 
specifications for industrial and home composting.

With regard to coffee bags, will the filter paper that makes up the 
bags be considered packaging under Regulation 2025/40?

Yes, the reference is made by Article 3, paragraph 1 of Regulation 
2025/40, which includes in the definition of packaging in point (f) 
the “permeable tea, coffee or other beverage bag, or soft after-use 
system single-serve unit that contains tea, coffee or another be-
verage, and which is intended to be used and disposed of together 
with the product”.

Must packaging not included in Articles 9.1 and 9.2 still be 
recyclable as well as compostable? 

By 12 February 2028, packaging other than that referred to in 
paragraphs 1 and 2 of Article 9 of Regulation 2025/40, including 
packaging made from biodegradable plastic polymers and other 
biodegradable materials, must be designed for the recycling of 
the reference materials, as must all other packaging placed on the 
market, in accordance with Article 6 of Regulation 2025/40 and wi-
thout compromising the recyclability of other waste streams. Reci-

tal 53 reads: “As the proper disposal route for compostable plastic 
packaging is becoming increasingly confusing for consumers, it is 
justified and necessary to lay down clear and common rules on the 
use of compostable plastic packaging, mandating it only when its 
use brings a clear benefit for the environment or for human heal-
th.” Therefore, only the packaging indicated in paragraphs 1 and 2 
may be compostable. The Commission may consider the possibility 
of including other packaging in paragraph 1 or paragraph 2, point 
(a).

How should Article 9.2 be interpreted in terms of non-compostable 
plastic capsules when the Member State requires compostability? 
Will they be banned or will the dual option of compostable and 
non-compostable remain?

Article 9, paragraph 1 of Regulation 2025/40 stipulates that each 
Member State may require that non-permeable single-serve units 
intended for use in a system for preparing tea, coffee or other be-
verages (intended for use in a machine and used and disposed of 
together with the product) also be compostable (if made of mate-
rial other than metal). Where the Member State imposes this obli-
gation, non-permeable single-serve capsules may also only be pla-
ced on the market if they are compostable. However, in accordance 
with the single market, this flexibility is subject to compliance with 
the TRIS notification procedure. 
Each Member State may decide, by August 2026, to introduce a 
compostability requirement for plastic capsules placed on its ter-
ritory, provided that there is an infrastructure for the collection 
and recycling of the organic fraction.

https://technical-regulation-information-system.ec.europa.eu/en/home
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cosmetics sector, for example the use of double-walled jars and 
caps?

In general, no, because Regulation 2025/40 imposes specific obli-
gations regarding packaging reduction. By 1 January 2030, the ma-
nufacturer or importer must ensure that the packaging placed on 
the market is designed so that its weight and volume is reduced to 
the minimum necessary to ensure its functionality, taking account 
of the shape and material from which the packaging is made. The 
manufacturer or importer must therefore ensure that packaging 
which does not comply with the performance criteria set out in 
Annex IV of Regulation 2025/40 (Methodology for packaging mini-
misation assessment) and packaging with characteristics that aim 
only to increase the perceived volume of the product, including 
double walls, false bottoms and unnecessary layers, is not placed 
on the market. These obligations do not apply only if, as specified 
in Article 10 of Regulation 2025/40, the packaging design is pro-
tected, prior to 11 February 2025, by a Community design and only 
if the application of the requirements set out in Article 10 affects: 
1.	 the design of the packaging in such a way as to alter its novelty 

or individual character, or 
2.	the trademark in such a way that the trademark can no longer 

distinguish the trademarked good from goods of another un-
dertaking.

Packaging 
minimisation

2.6
?

2.6|F3

2.6|F2 What is the criterion for determining whether packaging is di-
sproportionate to its contents? Who should verify this and how?

There is currently no defined criterion for this. This criterion will be 
established by 12 February 2027, as European standardisation or-
ganisations will develop or update specific harmonised standards 
on the methodology for calculating and measuring compliance with 
packaging reduction requirements, specifying maximum limits for 
weight, volume, material thickness (where applicable) and empty 
space for the most common types and formats of packaging.
However, it is already stipulated that compliance with the packa-
ging minimisation requirements must be demonstrated in the 
technical documentation referred to in Annex VII to Regulation 
2025/40, while each Member State will define the relevant verifi-
cation and control mechanisms. 
In particular, pursuant to Article 10 of Regulation 2025/40, by 1 Ja-
nuary 2030, manufacturers or importers must ensure that packa-
ging placed on the market is designed in such a way that its weight 
and volume are reduced to the minimum necessary to ensure its 
functionality, taking account of the shape and material from which 
the packaging is made, in accordance with the performance crite-
ria set out in Annex IV to Regulation 2025/40 on the methodology 
for packaging minimisation assessment.
Furthermore, by 1 January 2030, economic operators who fill grou-
ped packaging, transport packaging or e-commerce packaging 
must ensure that the maximum empty space ratio, expressed as a 
percentage, does not exceed 50%.

Which types of packaging should be strictly avoided/reduced?

Article 25 of Regulation 2025/40 (Restrictions on use of certain 
packaging formats) provides that, as of 1 January 2030, economic 
operators must not place on the market packaging in the formats 
and for the uses listed in Annex V of Regulation 2025/40. In addi-
tion, it should be noted that, by 1 January 2030, the manufacturer 
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or importer must ensure that the packaging placed on the market 
is designed so that its weight and volume is reduced to the mini-
mum necessary to ensure its functionality, taking account of the 
shape and material from which the packaging is made (no double 
walls, false bottoms or unnecessary layers). 

How can we distinguish between the requirements of Article 10 
(minimisation) and those of Article 24 (empty space)? Are these 
two different issues?

Yes, they are two different issues. 
The provision referred to in Article 10 of Regulation 2025/40 ap-
plies to all types of packaging, except for the specific exclusions 
provided for in the same article, and requires manufacturers or im-
porters to place on the market packaging designed so that its wei-
ght and volume is reduced to the minimum necessary to ensure its 
functionality, taking account of the shape and material from which 
the packaging is made.
Article 24 of Regulation 2025/40 requires economic operators who 
fill grouped packaging, transport packaging or e-commerce packa-
ging to ensure that the maximum empty space ratio, expressed as 
a percentage, does not exceed 50%; with regard to sales packa-
ging, they must ensure that empty space is reduced to the mini-
mum necessary for ensuring the packaging functionality, including 
product protection.

Does the obligation to minimise weight and volume apply to all 
packaging materials?

The requirements regarding the need to minimise the weight and 
volume of packaging set out in Article 10 of Regulation 2025/40 
apply to all packaging, regardless of the material.
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Are there incentives for reusable packaging? If so, what are they?

Regulation 2025/40 does not provide for any incentives for the cre-
ation of reusable packaging. The creation and marketing of reu-
sable packaging within a re-use system is a legal obligation.

Is there a re-use requirement for “contact-sensitive” materials, 
such as flexible plastic packaging intended to come into contact 
with food?

No, because the re-use requirements set out in Article 29 of Regu-
lation 2025/40 for transport or sales packaging used for transport 
do not apply, among other things, to packaging in flexible format 
that is used for transportation and that is in direct contact with 
food and feed as defined in Article 2 and in Article 3, point (4), of 
Regulation (EC) 178/2002 or with food ingredients as defined in Ar-
ticle 2, paragraph 22, point (f) in Regulation (EU) 1169/2011 of the 
European Parliament and of the Council.
The references refer to the general definition of “food”, “feed” and 
“food ingredients” and not to specific types. 
Food means “any substance or product, whether processed, par-
tially processed or unprocessed, intended to be, or reasonably 
expected to be ingested by humans”.

Reusable 
packaging

2.7
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Feed means “any substance or product, including additives, 
whether processed, partially processed or unprocessed, intended 
to be used for oral feeding to animals”.
Ingredient means “any substance or product, including flavourin-
gs, food additives and food enzymes, and any constituent of a com-
pound ingredient, used in the manufacture or preparation of a food 
and still present in the finished product, even if in an altered form; 
residues shall not be considered as ingredients”.

What will be the targets and obligations for the use of reusable 
packaging in Italy? And by when?

For both Italy and the other Member States of the European Union, 
the re-use targets are set out in Article 29 of Regulation 2025/40 
and have different deadlines.
 

2030 2040

Economic operators who use transport 
packaging

EXCLUSIONS: Packaging used:
 	› for transporting dangerous goods;
 	› for the transportation of large machinery, 

equipment and products for which 
customised packaging is designed;

 	› in flexible form in direct contact with food, 
feed or food ingredients;

 	› in the form of cardboard boxes.

EXCLUSIONS: Paper packaging.

EXCLUSIONS: 
 	› beverages considered highly perishable;
 	› milk, dairy products, plant-based milk 

substitutes;
 	› wine products, alcoholic beverages.

40%

10%

10%

70%

40%

25%

Economic operators who use grouped 
packaging in the form of boxes used 
to group a certain number of products 
in order to create a stock-keeping or 
distribution unit.

Final distributors who make alcoholic 
and non-alcoholic beverages available to 
consumers in sales packaging.

RE-USE TARGETS

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32002R0178
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02011R1169-20250401
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2.7|F4Economic operators shall participate in one or more re-use sy-
stems and shall report data on the achievement of re-use targets 
to the competent authority.
 	› The report shall be submitted within six months of the end of 

the reporting year for which the data are collected.
 	› The first reporting period shall cover the calendar year starting 

on 1 January 2030.
 	› The competent authorities shall establish electronic systems 

through which data shall be reported to them and specify the 
formats to be used.

ADDITIONAL OBLIGATIONS REGARDING REUSE 
ACCORDING TO REGULATION 2025/40: 
 	› Final distributors operating in the hospitality sector and using 

take-away packaging for cold or hot beverages or ready-to-e-
at food intended for immediate consumption, by filling a ta-
ke-away container at the point of sale, shall offer consumers 
the option of reusable packaging within a re-use system by 12 
February 2028;

 	› From 2030, final distributors shall endeavour to offer 10% of 
products for sale in a reusable packaging format.

ADDITIONAL REFILL OBLIGATIONS 
ACCORDING TO REGULATION 2025/40:
 	› From 1 January 2030, final distributors with a sales area of 

more than 400 m² shall endeavour to allocate 10% of that sa-
les area to refill stations for both food and non-food products.

 	› Final distributors operating in the hospitality sector and using 
take-away packaging for cold or hot beverages or ready-to-e-
at food intended for immediate consumption, by filling a ta-
ke-away container at the point of sale, shall provide consumers 
with a system that allows them to bring their own container to 
be refilled by 12 February 2027. 

How should Article 29.6 on re-use targets be interpreted? Are ven-
ding machines included or excluded? If included, how will those 
offering hot drinks in paper cups be managed?

Article 29, paragraph 6 of Regulation 2025/40 stipulates that from 
1 January 2030, final distributors that make alcoholic and non-al-
coholic beverages in sales packaging available on the territory of a 
Member State to consumers shall ensure that at least 10% of those 
products are made available in reusable packaging within a re-use 
system. However, the regulation establishes several exemptions 
from this re-use requirement: for example, paragraph 7 stipulates 
that the re-use targets shall not apply to beverages considered hi-
ghly perishable, as well as milk and milk products and plant-based 
milk substitutes. In addition, paragraph 10 of the regulation stipu-
lates that if, in a given calendar year, a final distributor has a sales 
area of no more than 100 m², that final distributor shall be exempt 
from the obligation to meet the targets set out in paragraph 6. The-
re are therefore exemptions related to the type of product or the 
size of the sales area, but no further exemptions are provided for. 
Therefore, the general rules of Regulation 2025/40 should also ap-
ply to final distributors operating through vending machines. This 
is without prejudice to the publication by the Commission, by Fe-
bruary 12, 2027, of guidelines on the types of beverages that may 
be subject to the re-use obligations referred to in paragraph 6. 
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2.7|F5

2.7|F7

2.7|F8

2.7|F6

Article 29, paragraphs 1, 2 and 3, sets out certain re-use obliga-
tions for transport or sales packaging used to transport products. 
Considering the technological challenges associated with the 
solutions currently available and in line with the need to ensu-
re stringent quality KPIs, have further considerations been made 
regarding the “achievability” of these targets? 

Currently, there are no ongoing considerations by the Commission 
on the feasibility of these objectives. 
On this point, however, paragraph 19 of Article 29 provides that 
“By 1 January 2034, taking into account the evolution of the sta-
te of the art of technology and the practical experience gained by 
economic operators and Member States, the Commission shall 
present a report reviewing the implementation of the 2030 targets 
set out in Article 29. In that report, it shall evaluate, including from 
the perspective of the life-cycle assessment of single-use and re-u-
se packaging, the following:
a.	the extent to which the 2030 targets have led to solutions foste-

ring sustainable packaging that are effective and easy to im-
plement;

b.	the feasibility of the achievement of the 2040 targets on the 
basis of the experience in achieving the 2030 targets and the 
evolving circumstances;

c.	the relevance of maintaining the exemptions and derogations 
set out in Article 29; and

d.	the necessity or pertinence of setting new targets for the re-use 
and refill of other packaging categories.”

Article 29, paragraph 6, sets stringent re-use targets for “final 
distributors” from 1 January 2030, as well as aspirational tar-
gets for “economic operators” from 1 January 2040. In this con-
text, Article 29 paragraph 14 highlights the possibility for Mem-

ber States to exempt “economic operators” from the obligations 
laid down. Should this possibility of exemption be interpreted as 
applicable to all the above targets, or only to those valid from 1 
January 2040?

The exemption provided for in paragraph 14 applies to all the obli-
gations of Article 29 and not only to those of paragraph 6.

Which articles of Regulation 2025/40 concern the issue 
of “Re-use”?

The main articles of Regulation 2025/40 concerning “re-use” are:
 	› Article 11 – Reusable packaging;
 	› Article 26 – Obligations in relation to reusable packaging;
 	› Article 27 – Obligation relating to re-use systems;
 	› Article 29 – Re-use targets;
 	› Article 30 – Rules on the calculation of the achievement of the 

re-use targets;
 	› Article 31 – Reporting to the competent authorities on re-use 

targets;
 	› Article 33 – Re-use offer obligation for the take-away sector.

Will the re-use requirements also apply to stretch wrappings and 
straps for pallets?

No, in a delegated act adopted on 25 February 2026, the Europe-
an Commission excluded stretch wrappings and straps used to 
secure loads on pallets during transport from the 100% re-use 
requirement originally set out in Regulation 2025/40 for specific 
intra-company and domestic operations.

https://environment.ec.europa.eu/publications/commission-delegated-decision-exempting-certain-economic-operators-use-pallet-wrappings-and-straps_en
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3.1|F1What is different compared to the environmental labelling of 
packaging intended for the B2C channel currently required in 
Italy?

According to current Italian legislation, the mandatory informa-
tion for the environmental labelling of packaging intended for the 
end consumer is the identification code of the packaging mate-
rial according to Decision 129/97/EC and collection instructions. 
The phrase “Check your local municipal guidelines” is optional.
 
With regard to Regulation 2025/40, currently and until 11 August 
2028, it is possible to maintain environmental labelling in its 
current form.
From 12 August 2028, based on the provisions of Article 70 of Re-
gulation 2025/40:
 	› Decision 129/97/EC will be repealed. 

From 12 August 2028, or at the latest 24 months after the date of 
entry into force of the implementing acts planned for 2026, based 
on the provisions of Article 12, paragraph 1 of Regulation 2025/40:
 	› packaging, excluding packaging for transport (except for 

e-commerce) or subject to a deposit, shall bear the harmoni-
sed label in accordance with the following implementing acts 
(paragraphs 6 and 7 of Article 12):
1.	 act defining a harmonised label and harmonised specifica-

tions for labelling requirements and formats;

Labelling
of packaging

3.1
?

2.	act defining a methodology for identifying the materials of 
which packaging is composed using digital marking tech-
nologies.

In summary:
The current rules apply until 11 August 2028, or, as regards col-
lection instructions, until the implementing acts come into force.
By 12 August 2026, the European Commission shall publish the de-
legated acts that will define the new harmonised rules in detail, 
giving companies two years to adapt. If the delegated acts are de-
layed, the date of 12 August 2028 will be postponed accordingly, in 
order to maintain the two-year adaptation period.
 

https://www.etichetta-conai.com/en/documents/decision-129-97-ec/
https://www.etichetta-conai.com/en/documents/decision-129-97-ec/
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3.2|F1

3.2|F2

3.2|F3

Does the ban on using plastic for packaging fruit and vegetables 
weighing less than 1.5 kg also apply to recycled/recyclable plasti-
cs, such as PET, R-PET? Will there be any exceptions to the use of 
plastics in fruit and vegetables for packaging weighing less than 
1.5 kg?

Single-use, non-processed plastic packaging used for fruit and ve-
getables weighing less than 1.5  kg will be prohibited from being 
placed on the market from 1 January 2030. Regulation 2025/40 
does not specify whether this applies to recycled or virgin plastic, 
so the prohibition applies regardless. The only exceptions provided 
for are in Article 25 of Regulation 2025/40: By 12 February 2027, the 
Commission shall publish guidelines, in consultation with Member 
States and the European Food Safety Authority, which explain An-
nex V in more detail, including examples of the packaging formats 
in scope, and any exemptions from the restrictions, and provide a 
non-exhaustive list of fruits and vegetables that are excluded from 
point (2) of Annex V. In addition, point (2) of Annex V provides that 
Member States may set up exemptions in respect of such a restri-
ction if there is a demonstrated need to avoid water loss, or turgi-
dity loss, microbiological hazards or physical shocks, oxidation, or 
if there is no other possibility to avoid commingling of organic fru-
its and vegetables with non-organic fruits and vegetables in com-

Restrictions on the use 
of certain packaging 
formats

3.2
?

pliance with requirements in Regulation (EU) 2018/848 of the Eu-
ropean Parliament and of the Council on certification or labelling, 
without entailing disproportionate economic and administrative 
costs.

With regard to the timetable for compliance with the reduction in 
packaging, which single-use materials will be prohibited?

Pursuant to Article 10, paragraph 1, by 1 January 2030 at the la-
test, manufacturers or importers must ensure that the packaging 
placed on the market is designed so that its weight and volume is 
reduced to the minimum necessary to ensure its functionality, ta-
king account of the shape and material from which the packaging 
is made.
Single-use packaging listed in Annex V will be prohibited for the 
uses specified therein. However, this is without prejudice to the 
derogations provided for in Article 25.

With regard to single-use products/hotel amenities (shampoo and 
shower gel bottles and sachets, sewing kits, shower caps, etc.) in-
tended for the hospitality sector, are there any restrictions, limits 
or bans on marketing/production? If so, from when? 

Yes, there are. Article 25 of Regulation 2025/40 stipulates that, 
from 1 January 2030, economic operators shall not place packa-
ging on the market in the formats and for the uses listed in Annex 
V, which contains certain restrictions on the use of certain packa-
ging formats, including: 

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02018R0848-20250325
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3.2|F7

3.2|F4

3.2|F5

3.2|F6

 	› single-use plastic packaging in the hotel, restaurant and ca-
tering sector, containing individual portions or servings, used 
for condiments, preserves, sauces, coffee creamer, sugar and 
seasoning, except in the following cases:
a.	such packaging is provided together with take-away rea-

dy-prepared food intended for immediate consumption 
without the need of any further preparation;

b.	such packaging is required to ensure safety and hygiene in 
establishments where there is a medical requirement for 
individualised care, such as hospitals, clinics or nursing 
homes.

 	› single-use packaging for cosmetics, hygiene and toiletry pro-
ducts for the use in the accommodation sector, as described in 
NACE Rev. 2 – Statistical classification of economic activities, 
intended for an individual booking only and intended to be di-
scarded before the next guest arrives.

However, it is expected that, by 12 February 2027, the Commission 
will publish guidelines, in consultation with Member States and 
the European Food Safety Authority, to explain Annex V in more 
detail, including examples of the packaging formats in scope, and 
any exemptions from the restrictions. 

Restrictions in Annex V: what is meant by “facilitate handling”? 
Does this also apply to consumers? Will the restriction also apply 
to plastic film for multipacks?

On this point, it is expected that, by 12 February 2027, the Commis-
sion will publish guidelines, in consultation with Member States 
and the European Food Safety Authority, to explain Annex V of Re-
gulation 2025/40 in more detail, including examples of the packa-
ging formats in scope, and any exemptions from the restrictions, 
and provide a non-exhaustive list of fruits and vegetables that are 
excluded from point (2) of Annex V.

Can single-dose sachets used in cosmetics outside the hospitality 
sector continue to be marketed?

Annex V of Regulation 2025/40 (Restrictions on use of packaging 
formats) provides for a restriction on the use of single-use packa-
ging for cosmetics, hygiene and toiletry products for the use in the 
accommodation sector, as described in NACE Rev. 2. Therefore, 
outside of this sector, no specific restrictions are envisaged.

For fresh fruit and vegetables, plastic packaging is to be aboli-
shed. When will this come into force?

Regulation 2025/40 stipulates that from 1 January 2030, single-use 
plastic packaging for unprocessed fresh fruit and vegetables, such 
as nets, bags and trays, shall no longer be placed on the market.

Article 25 of Regulation 2025/40 provides for restrictions on the 
use of certain packaging formats, referring to a list of packaging 
formats and uses that may not be placed on the market from 1 
January 2030, as set out in Annex V. Among these, single-use pla-
stic grouped packaging is excluded if it is “necessary to facilitate 
handling”. Is it possible to have further information on which pla-
stic films for multipacks will be subject to this prohibition? 

Regulation 2025/40 does not provide further guidance on this point, 
but Article 25, paragraph 6 provides that “by 12 February 2027, the 
Commission shall publish guidelines, in consultation with Member 
States and the European Food Safety Authority, which explain An-
nex V in more detail, including examples of the packaging formats 
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in scope, and any exemptions from the restrictions, and provide a 
non-exhaustive list of fruits and vegetables that are excluded from 
point (2) of Annex V”. We therefore await guidance from the Com-
mission by 12 February 2027.

4.1|F1 Is it correct that the manufacturer of a semi-finished product (PE 
film for packaging, which will subsequently be laminated to one 
or more materials by a converter) is NOT required to issue the de-
claration of conformity required by the Regulation?

The declaration of conformity must be drawn up by the packaging 
manufacturer (see Article 15 of Regulation 2025/40: “Before pla-
cing packaging on the market, manufacturers shall carry out the 
conformity assessment procedure referred to in Article 38 or have 
it carried out on their behalf, and shall draw up the technical docu-
mentation referred to in Annex VII. Where compliance of packaging 
with the applicable requirements has been demonstrated by the 
conformity assessment procedure referred to in Article 38, manu-
facturers shall draw up an EU declaration of conformity in accor-
dance with Article 39”). 
Regulation 2025/40 defines “manufacturer” as any natural or legal 
person that manufactures packaging or a packaged product.
It is then specified that:
a.	subject to point (b), where a natural or legal person has packa-

ging or a packaged product designed or manufactured under 
its own name or trademark, regardless of whether any other 
trademark is visible on the packaging or on the packaged pro-
duct, “manufacturer” means that natural or legal person;

b.	where the natural or legal person that has the packaging or 
packaged product designed or manufactured under its own 
name or trademark falls within the definition of micro-enter-

EU declaration 
of conformity

4.1
?
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4.1|F3

4.1|F2

prise set out in Recommendation 2003/361/EC as applicable 
on 11 February 2025, and the natural or legal person that sup-
plies the packaging to the natural or legal person that has the 
packaging designed or manufactured under its own name or 
trademark is located in the same Member State, “manufactu-
rer” means the natural or legal person that supplies the packa-
ging.

However, in the case presented, it would appear that the company 
qualifies not as a manufacturer but as a “supplier”, i.e. any natural 
or legal person that supplies packaging or packaging material to a 
manufacturer.

Declaration of conformity: who must draw it up? Must the end 
user (the packager) request it from the supplier?

The EU declaration of conformity certifies that compliance with 
the sustainability and labelling requirements established by Re-
gulation 2025/40 has been demonstrated. In particular, it is a do-
cument that demonstrates compliance with the requirements re-
lating to:
 	› Requirements for substances in packaging (Article 5); 
 	› Recyclable packaging (Article 6);
 	› Minimum recycled content in plastic packaging (Article 7);
 	› Biobased feedstock in plastic packaging (Article 8);
 	› Compostable packaging (Article 9);
 	› Packaging minimisation (Article 10);
 	› Reusable packaging (Article 11);
 	› Labelling of packaging (Article 12);

It must be drawn up by the manufacturer and must be requested 
and checked by importers. 

Will companies have to issue a declaration of conformity regar-
ding compliance with the requirements of Regulation 2025/40? Is 
this also required for medical devices and medicines?

Based on the provisions of Article 15 of Regulation 2025/40, it is 
the responsibility of packaging manufacturers, before placing 
packaging on the market, to carry out (or have carried out on their 
behalf) the procedure for assessing the conformity of the packa-
ging with the requirements of Regulation 2025/40 (provided for in 
Article 38) and draw up the technical documentation referred to in 
Annex VII. Where compliance of packaging with the applicable re-
quirements has been demonstrated by the conformity assessment 
procedure referred to in Article 38 of Regulation 2025/40, manu-
facturers shall draw up an EU declaration of conformity (provided 
for in Article 39 of Regulation 2025/40).
Specific exemptions are provided for certain types of packaging for 
medical devices and medicinal products.
Article 6, which stipulates that all packaging must be recyclable, 
does not apply to:
 	› contact-sensitive packaging of medical devices covered by Re-

gulation (EU) 2017/745;
 	› contact-sensitive packaging of in vitro diagnostic medical de-

vices covered by Regulation (EU) 2017/746;
 	› contact-sensitive packaging for infant formula and follow-on 

formula, processed cereal-based food and baby food, and food 
for special medical purposes defined in Article 1, paragraph 1, 
points (a), (b) and (c), of Regulation (EU) 609/2013.

Paragraphs 1 and 2 of Article 7, which impose a minimum recycled 
content in plastic packaging, do not apply to:
 	› contact-sensitive plastic packaging of medical devices, devi-

ces exclusively destined for research use and investigational 
devices covered by Regulation (EU) 2017/745;

 	› contact-sensitive plastic packaging of in vitro diagnostic medi-
cal devices covered by Regulation (EU) 2017/746;

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32003H0361
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02017R0745-20250110

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02017R0745-20250110

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02017R0746-20250110

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02013R0609-20250901

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02017R0745-20250110

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02017R0746-20250110
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4.1|F4

4.1|F5

4.1|F6

 	› packaging of supplies, components and immediate packaging 
components for the manufacturing of medicinal products co-
vered by Directive 2001/83/EC and veterinary medicinal pro-
ducts covered by Regulation 2019/6, where such packaging is 
needed to be in line with the quality standards of the medicinal 
product.

Paragraphs 2 and 3 of Article 15 of Regulation 2025/40 do not ap-
ply to custom-made transport packaging for configurable medical 
devices and medical systems that are to be used in industrial and 
healthcare environments. These paragraphs refer, in particular, to 
the obligation to carry out the conformity assessment procedure 
for packaging (referred to in Article 38) and to draw up and keep 
the technical documentation referred to in Annex VII.
Article 12 of Regulation 2025/40, which lays down requirements for 
labelling, does not apply to immediate or outer packaging as de-
fined in Regulations (EU) 2017/745, (EU) 2017/746 and (EU) 2019/6 
and Directive 2001/83/EC, if there is no space on the packaging due 
to other labelling requirements as defined in those Union legislati-
ve acts or if the labelling of the packaging could jeopardise the safe 
use of medicinal products for human use or of veterinary medicinal 
products.

Will the declaration of conformity to be drawn up in accordan-
ce with Annex VII be mandatory from 12 August 2026 (18 months 
after the entry into force of Regulation 2025/40)?

Yes, the declaration of conformity must be drawn up from 12 Au-
gust 2026 (date of application of Regulation 2025/40 as establi-
shed by Article 71).

The manufacturer “shall only place packaging on the market that 
complies with the requirements of Articles 5 to 12, following a 
conformity assessment procedure”. Nevertheless, the definition 
of “manufacturer” includes anyone who manufactures or has 
manufactured packaging or packaged products. In the case of a 
company that places packaged products on the market, is it the-
refore not necessary to draw up a declaration of conformity?

The manufacturer is not only the person who manufactures packa-
ging but also the person who has packaging or a packaged product 
designed or manufactured under its own name or trademark, re-
gardless of whether any other trademark is visible on the packa-
ging or on the packaged product, except where the person who has 
had packaging or a packaged product designed or manufactured 
falls within the definition of a micro-enterprise. 

In the case of finished products, such as branded products, it is 
not clearly defined who should be considered the “manufacturer” 
for the purposes of drawing up the declaration of conformity for 
packaging. Is it possible to have clarification on this point? 

Pursuant to the provisions of Article 21 of Regulation 2025/40, 
“Where an importer or a distributor places packaging on the mar-
ket under its own name or trademark or modifies packaging alre-
ady placed on the market in a way that could affect compliance 
with the relevant requirements of this Regulation, that importer or 
distributor shall be considered to be a manufacturer for the purpo-
ses of this Regulation and shall be subject to the obligations of the 
manufacturer under Article 15”.
Therefore, in the case of branded products, the company that af-
fixes its trademark to the packaging is considered the “manufactu-
rer”. Consequently, it is the latter that must provide the declara-
tion of conformity.

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02001L0083-20250101
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02019R0006-20220128
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02017R0745-20250110
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02017R0746-20250110
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02019R0006-20220128
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02001L0083-20250101
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4.1|F7Who is responsible for checking and verifying the accuracy of de-
clarations of conformity? This is particularly relevant in the speci-
fic case of secondary raw materials from outside the EU. 

Article 39 of Regulation 2025/40 provides that “Competent autho-
rities shall endeavour to control the accuracy of at least part of the 
declarations of conformity per year, assessed on a risk-based ap-
proach and shall take the necessary measures to address non-com-
pliance, such as the withdrawal of non-compliant products from 
the market”.
For a precise definition of the competent authorities, it will be ne-
cessary to wait for the internal national implementing act of Regu-
lation 2025/40.

What are the differences between the obligations of the manu-
facturer and those of the importer?

Regulation 2025/40 defines the “manufacturer” as “any natural or 
legal person that manufactures packaging”, while the “importer” 
is “any natural or legal person established within the Union that 
places packaging from a third country on the market”. 
On the basis of the provisions of Article 15 of Regulation 2025/40, 
manufacturers must only place packaging on the market that com-
plies with the requirements set out in Articles 5 to 12 (sustainabi-
lity and labelling requirements for packaging) and, before placing 
the packaging on the market, they must carry out (or have carried 
out on their behalf) the conformity assessment procedure for the 

The questions collected in this section concern cross-cutting is-
sues that are not directly related to a single measure of Regulation 
2025/40, but are nevertheless relevant to its proper understanding 
and application. Each FAQ is accompanied by one or more tags al-
lowing for quick identification of the subject area. 

The macro-categories identified are as follows:

 	› OBLIGATED PARTIES;
 	› RESPONSIBILITY;
 	› SCOPE OF APPLICATION;
 	› DEPOSITS;
 	› PACKAGING FOR MEDICAL DEVICES;
 	› PENALTIES. 

Other
?

OBLIGATED PARTIES

RESPONSIBILITY
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packaging by drawing up the technical documentation referred to 
in Annex VII.
Importers must also ensure that only packaging that complies with 
the requirements set out in Articles 5 to 12 of Regulation 2025/40 
is placed on the EU market and that the manufacturer has carried 
out the conformity assessment procedure, that the technical do-
cumentation has been drawn up and that all the mandatory infor-
mation necessary to identify the manufacturer is indicated on the 
packaging. 
Furthermore, Article 21 of Regulation 2025/40 identifies specific 
cases in which the obligations of manufacturers apply to impor-
ters and distributors; the regulation stipulates that where an im-
porter or a distributor places packaging on the market under its 
own name or trademark or modifies packaging already placed on 
the market in a way that could affect compliance with the relevant 
requirements of Regulation 2025/40, that importer or distributor 
shall be considered to be a manufacturer for the purposes of Regu-
lation 2025/40 and shall be subject to the obligations of the manu-
facturer under Article 15. Where an importer or a distributor falls 
within the definition of micro-enterprise set out in Recommenda-
tion 2003/361/EC as applicable on 11 February 2025, and the natu-
ral or legal person that supplies the packaging to the importer or 
distributor is located in the Union, the natural or legal person that 
supplies the packaging shall be considered to be the manufacturer 
for the purposes of Article 15.

As a packaging manufacturer, what information do you need to 
request from your suppliers to ensure compliance with the Regu-
lation? 

Pursuant to Article 16, suppliers must provide the manufacturer 
with all the information and documentation necessary for the ma-
nufacturer to demonstrate the conformity of the packaging and 
the packaging materials with Regulation 2025/40, including the 
technical documentation referred to in Annex VII.

What are the obligations of packaging producers?

The term “producer” in Regulation 2025/40 means any manufactu-
rer, importer or distributor to whom, irrespective of the selling te-
chnique used, including by means of distance contracts, one of the 
following applies:
a.	the manufacturer, importer or distributor is established in a 

Member State and makes available for the first time from wi-
thin the territory of that Member State and on that same ter-
ritory transport packaging, service packaging, or primary 
production packaging, whether as single-use packaging or as 
reusable packaging; or

b.	the manufacturer, importer or distributor is established in a 
Member State and makes available for the first time from wi-
thin the territory of that Member State and on that same terri-
tory products packaged in packaging other than those referred 
to in point (a); or

c.	the manufacturer, importer or distributor is established in a 
Member State or in a third country and makes available for the 
first time on the territory of another Member State, directly to 
end users, transport packaging, service packaging or primary 
production packaging, whether as single-use packaging or as 
reusable packaging; or

d.	the manufacturer, importer or distributor is established in a 
Member State or in a third country and makes available for the 
first time on the territory of another Member State, directly to 
end users, products packaged in packaging other than those 
referred to in point (c); or

e.	the manufacturer, importer or distributor is established in a 
Member State and unpacks packaged products without being 
an end user, unless another person is the producer as defined 
in point (a), (b), (c) or (d).

In order to correctly outline the obligations and responsibilities of 
the entity, it is necessary to understand whether it identifies itself 
as a manufacturer, importer or distributor of packaging.

OBLIGATED PARTIES
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According to Regulation 2025/40, the definition of manufacturer 
is “any natural or legal person that manufactures packaging or 
a packaged product”. My company manufactures automation sy-
stems for microbiology laboratories. These automation systems 
are shipped by sea or air and are placed in wooden crates, made 
by a carpenter (who supplies the materials) to our specific di-
mensions and who carries out the packing at our premises. In this 
case, do we fall under the category of “packaged products”, me-
aning that we must also consider ourselves manufacturers of the 
packaging? Our automation systems are IVDs (according to Re-
gulation 2017/746), so are they excluded from the application of 
Regulation 2025/40?

Pursuant to Article 3, paragraph 1, point (13)(a) "where a natural 
or legal person has packaging or a packaged product designed or 
manufactured under its own name or trademark, regardless of 
whether any other trademark is visible on the packaging or on the 
packaged product, “manufacturer” means that natural or legal 
person”.
In light of this definition, if the automation company affixes its 
name to the packaging it has had designed, it would appear to fall 
within the category of “manufacturer” and the carpenter within 
that of “supplier”. 
Packaging sensitive to contact with in vitro diagnostic medical de-
vices referred to in Regulation (EU) 2017/746 is expressly excluded 
from the obligations set out in Article 6, which stipulates that all 
packaging must be recyclable, and Article 7, paragraphs 1 and 2, 
which impose a minimum recycled content in plastic packaging, 
as well as, under certain conditions, those referred to in Article 12, 
which lays down requirements for labelling. 

When is an industry considered a “manufacturer” of packaging?

Regulation 2025/40 defines “manufacturer” as any natural or legal 
person that manufactures packaging or a packaged product.

It is then specified that:
f.	 subject to point (b), where a natural or legal person has packa-

ging or a packaged product designed or manufactured under 
its own name or trademark, regardless of whether any other 
trademark is visible on the packaging or on the packaged pro-
duct, “manufacturer” means that natural or legal person;

g.	where the natural or legal person that has the packaging or 
packaged product designed or manufactured under its own 
name or trademark falls within the definition of micro-enter-
prise set out in Recommendation 2003/361/EC as applicable 
on 11 February 2025, and the natural or legal person that sup-
plies the packaging to the natural or legal person that has the 
packaging designed or manufactured under its own name or 
trademark is located in the same Member State, “manufactu-
rer” means the natural or legal person that supplies the packa-
ging.

Do the responsibilities (and, consequently, the penalties) also ap-
ply to traders or “only” to customers and producers?

Regulation 2025/40 does not establish penalties for breaches of the 
obligations laid down therein; it will be up to the individual Member 
States to define them. Article 68 of Regulation 2025/40 stipulates 
that by 12 February 2027, Member States must lay down rules on 
penalties applicable to infringements of Regulation 2025/40 and 
take all measures necessary to ensure that they are implemented. 
The penalties provided for shall be effective, proportionate and 
dissuasive. 
With regard to responsibilities, Regulation 2025/40 imposes obli-
gations, in general, on economic operators identified as “the ma-
nufacturer, the supplier, the importer, the distributor, the authori-
sed representative, the final distributor and the fulfilment service 
provider”.
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Does the new Regulation 2025/40 also apply to users or only to 
packaging manufacturers?

Regulation 2025/40 imposes obligations on both the “packaging 
producer”, identified as the manufacturer, importer or distribu-
tor of the packaging, and the final distributor, i.e. the entity in the 
supply chain that delivers packaged products, including through 
re-use, or products that can be purchased through refill to the end 
user. No obligations are imposed on the end user, i.e. any natural 
or legal person that resides or is established in the Union to whom 
a product has been made available either as a consumer or as a 
professional end user in the course of its industrial or professional 
activities, and that does not make that product further available 
on the market in the form supplied to it.

Does the new Regulation 2025/40 apply to both manufacturers 
and users of packaging?

Yes, Regulation 2025/40 imposes obligations on both the “packa-
ging producer”, identified as the manufacturer, importer or distri-
butor of the packaging, and the final distributor, i.e. the entity in 
the supply chain that delivers packaged products, including throu-
gh re-use, or products that can be purchased through refill to the 
end user. No obligations are imposed on the end user, i.e. any na-
tural or legal person that resides or is established in the Union to 
whom a product has been made available either as a consumer or 
as a professional end user in the course of its industrial or profes-
sional activities, and that does not make that product further avai-
lable on the market in the form supplied to it. 

What is the role of a company that sells a PET bottle supplied by a 
manufacturer based in a non-EU country?

Under Regulation 2025/40, such a trader is considered an “impor-
ter”, defined as “any natural or legal person established within the 
Union that places packaging from a third country on the market” 
and is primarily subject to the obligations set out in Article 18 of 
Regulation 2025/40.

Does packaging already subject to other regulations, including 
those on the transport of dangerous goods, fall within the scope 
of Regulation 2025/40?

Yes, as specified in Article 2, Regulation 2025/40 generally applies 
to:
 	› all packaging, regardless of the material used;
 	› all packaging waste, regardless of the context in which it is used 

or from which it originates: industry, other manufacturing, re-
tail or distribution, offices, services or private households.

In any case, the measure does not affect EU provisions on packa-
ging and safety/quality/health protection/hygiene of packaged 
products, hazardous waste, and transport. 
However, specific types of packaging may be exempted from the 
application of certain specific provisions.
Packaging used for the transport of dangerous goods in accordance 
with Directive 2008/68/EC is not subject to Article 6 on “recyclable 
packaging”, Article 7 on “minimum recycled content in plastic 
packaging,” Article 29 on “re-use targets,” and Article 12 on “la-
belling” with regard to the indication of the material composition 
of packaging.
Furthermore, Article 2 specifies that “where this Regulation confli-
cts with Directive 2008/68/EC, Directive 2008/68/EC shall prevail”.
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Although this is a European Regulation, it is likely that some 
practical and implementation measures will be necessary at na-
tional level. Will Italy simply apply the provisions at European le-
vel or will it exercise discretion in implementing the measures?

Regulation 2025/40 is directly applicable in all Member States and 
therefore does not require a national Italian legislative act to be 
transposed. Italy will exercise its powers within the limits granted 
to individual Member States by Regulation 2025/40. 

Does the term “contact-sensitive packaging” refer only to primary 
packaging?

The definition of contact-sensitive packaging is given in Article 3, 
paragraph 1, point (49) of Regulation 2025/40. 
Contact-sensitive packaging is primary packaging intended for use 
with products covered by the following regulations, directives and 
decisions: 
 	› Regulation (EC) 1831/2003 on additives for use in animal nutri-

tion;
 	› Regulation (EC) 1935/2004 on materials and articles intended 

to come into contact with food;
 	› Regulation (EC) 767/2009 on the placing on the market and use 

of feed; 
 	› Regulation (EC) 1223/2009 on cosmetic products;
 	› Regulation (EU) 2017/745 on medical devices, amending Regu-

lation (EU) 2017/746 on in vitro diagnostic medical devices;
 	› Regulation (EU) 2019/4 on the manufacture, placing on the 

market and use of medicated feed;
 	› Regulation (EU) 2019/6 on veterinary medicinal products;
 	› Directive 2001/83/EC on the Community code relating to medi-

cinal products for human use;
 	› Directive 2002/46/EC on the approximation of the laws of the 

Member States relating to food supplements;
 	› Commission Decision (EU) 2023/1809 establishing the EU Eco-

label criteria for absorbent hygiene products and for reusable 
menstrual cups (for the products defined in Articles 1 and 2).

We have many production sites in Europe: the UK, Finland, Ger-
many, Spain, as well as Italy. Will the same rules apply in all these 
countries?

European regulations are directly applicable in all EU Member Sta-
tes. In non-EU countries, however, Regulation 2025/40 will not ap-
ply, so there may be different provisions in the UK.

When does Regulation 2025/40 enter into force?

Regulation 2025/40 entered into force on 11 February 2025, but its 
provisions will apply from 12 August 2026, with different obliga-
tions and deadlines depending on the measures envisaged. For fur-
ther details, please refer to the timeline in the foreword.

SUP Directive and PPWR: are there any unified guidelines with re-
gard to areas of overlap?

At present, there are no guidelines on areas of overlap between the 
two regulations. 
In summary, it should be noted that, as the SUP Directive is spe-
cial legislation, it should take precedence over Regulation 2025/40 
with regard to its scope of application.
However, it should be noted that the marketing ban established 
by Article 25 of Regulation 2025/40 for the specific types of goods 
listed in Annex V prevails over any national derogations provided 
for in relation to the ban referred to in Article 5 of the SUP Directive 
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(transposed in Italy by Article 5 of Legislative Decree 196 of 8 No-
vember 2021).
An example of a measure in the SUP Directive that prevails over 
Regulation 2025/40 is the provision in Article 5 on restrictions on 
placement on the market, transposed in Italy by Article 5 of Legi-
slative Decree 196 of 8 November 2021). 
Specifically, the measure provides for a general ban on placing on 
the market (without prejudice to the derogation referred to in Ar-
ticle 5, paragraph 3, of Legislative Decree 196 of 8 November 2021) 
for a list of single-use plastic goods, including certain packaging 
such as, for example, food containers made of expanded polystyre-
ne, i.e. receptacles such as boxes, with or without a cover, used to 
contain food which:
a.	is intended for immediate consumption, either on-the-spot or 

take-away;
b.	is typically consumed from the receptacle; and
c.	is ready to be consumed without any further preparation, such 

as cooking, boiling or heating, including food containers used 
for fast food or other meal ready for immediate consumption, 
except beverage containers, plates and packets, and wrappers 
containing food.

Such packaging, while meeting all the sustainability requiremen-
ts of Regulation 2025/40, cannot be marketed in any case, as it is 
subject to a specific ban under the SUP Directive. 
Furthermore, the Directive sets out certain additional requiremen-
ts specific to those established by Regulation 2025/40 for certain 
categories of packaging. 
In this regard, we can mention the marking requirements set out in 
Article 7, which also apply to beverage cups, and the requirement 
that caps remain attached to containers, which applies to bottles 
and composite beverage packaging. 

Does the same regulation apply outside Italy (Europe and non-EU 
countries)?

Regulation 2025/40 is directly applicable in all EU Member States.

Article 67, paragraph 5 of the new Regulation 2025/40 is expected 
to amend the SUP Directive 2019/904, extending the list of sin-
gle-use plastic packaging formats banned from being placed on 
the market from February 2029. These include plastic rings for 
multipacks, used as grouped packaging. However, the regulation 
does not specify the ban for materials other than PET, suggesting 
that the use of R-PET or similar recycled plastics may remain per-
mitted. Can you confirm this? 

The amendments made by Regulation 2025/40 to the SUP Directive 
do not affect the scope of the Directive, which prohibits the mar-
keting of certain single-use plastic products regardless of whether 
the plastic they are made of is recycled. 
The only exemption is that set out in paragraph 3 of Article 5 of 
Legislative Decree 196 of 8 November 2021 (which transposed the 
SUP Directive into Italian law), which provides that “The prohibi-
tion referred to in paragraph 1 shall not apply to the placing on 
the market of products made of biodegradable and compostable 
material, certified as complying with the European standard UNI 
EN 13432 or UNI EN 14995, with a percentage of renewable raw ma-
terial equal to or greater than 40% and, from 1 January 2024, gre-
ater than at least 60%, in the following cases:
a.	where it is not possible to use reusable alternatives to single-u-

se plastic products intended to come into contact with foods 
listed in Part B of the Annex;

b.	where use is intended in controlled circuits that routinely and 
consistently deliver waste to the public collection service 
through separate collection, such as canteens, healthcare or 
social care facilities and residences;
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c.	where such alternatives, in view of the specific circumstances of 
time and place, do not provide adequate guarantees in terms 
of hygiene and safety;

d.	in view of the particular type of food or drink;
e.	in circumstances where there are large numbers of people pre-

sent;
f.	 where the environmental impact of the reusable product is wor-

se than that of biodegradable and compostable single-use al-
ternatives, based on a life cycle analysis by the manufacturer.”

I would like more information about the measures in place or to 
be implemented at national level for the implementation of Regu-
lation 2025/40. Of particular interest is the issue of Deposit Re-
turn Scheme (DRS) mechanisms provided for in the PPWR and not 
currently present in the Italian market.

The “deposit and return system” is defined as “a system in which a 
deposit is charged to the end user when purchasing a packaged or 
filled product covered by that system, and redeemed when the de-
posit bearing packaging is returned through one of the collection 
channels that are authorised for that purpose by the national au-
thorities”.
Regulation 2025/40 requires Member States to establish deposit 
and return systems by 1 January 2029, with particular reference to 
achieving the target of at least 90% separate collection for:
a.	single-use plastic beverage bottles with a capacity of up to three 

litres; and
b.	single-use metal beverage containers with a capacity of up to 3 

litres.
On a voluntary basis, Member States are encouraged to establish 
and maintain deposit and return systems for other types of packa-
ging, in particular for single-use glass beverage bottles and beve-
rage cartons.

Annex X to the Regulation 2025/40 sets out the minimum require-
ments for deposit systems and for the labelling of packaging that 
is part of a deposit system. This labelling will be defined in an im-
plementing act.

In order to avoid the obligation to establish a deposit system for 
packaging under points (a) and (b), Member States must achieve a 
separate collection rate of at least 80% by 2028 and submit a re-
quest for a derogation, accompanied by a plan to achieve the 90% 
target by 2030.
If the derogation is granted, it will lapse if the separate collection 
rate falls below 90% for three consecutive years.

At present, it is not possible to know what national measures will 
be taken to comply with these requirements.

Does Regulation 2025/40 also apply to medical devices?

As specified in Article 2, Regulation 2025/40 applies to all packa-
ging, regardless of the material used, and to all packaging waste, 
regardless of the context in which the packaging is used or the 
origin of the packaging waste. However, specific exemptions are 
provided for certain types of packaging for medical devices and 
medicinal products.
Article 6 of Regulation 2025/40, which stipulates that all packa-
ging must be recyclable, does not apply to:
 	› contact-sensitive packaging of medical devices covered by Re-

gulation (EU) 2017/745;
 	› contact-sensitive packaging of in vitro diagnostic medical de-

vices covered by Regulation (EU) 2017/746;
 	› contact-sensitive packaging for infant formula and follow-on 

formula, processed cereal-based food and baby food, and food 
for special medical purposes defined in Article 1, paragraph 1, 
points (a), (b) and (c), of Regulation (EU) 609/2013.
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Paragraphs 1 and 2 of Article 7 of Regulation 2025/40, which impo-
se a minimum recycled content in plastic packaging, do not apply 
to:
 	› contact-sensitive plastic packaging of medical devices, devi-

ces exclusively destined for research use and investigational 
devices covered by Regulation (EU) 2017/745;

 	› contact-sensitive plastic packaging of in vitro diagnostic medi-
cal devices covered by Regulation (EU) 2017/746;

 	› packaging of supplies, components and immediate packaging 
components for the manufacturing of medicinal products co-
vered by Directive 2001/83/EC and veterinary medicinal pro-
ducts covered by Regulation (EU) 2019/6, where such packa-
ging is needed to be in line with the quality standards of the 
medicinal product.

Paragraphs 2 and 3 of Article 15 of Regulation 2025/40 do not ap-
ply to custom-made transport packaging for configurable medical 
devices and medical systems that are to be used in industrial and 
healthcare environments. These paragraphs refer, in particular, to 
the obligation to carry out the conformity assessment procedure 
for packaging (referred to in Article 38) and to draw up and keep 
the technical documentation referred to in Annex VII.
Article 12 of Regulation 2025/40, which lays down requirements for 
labelling, does not apply to immediate or outer packaging as de-
fined in Regulations (EU) 2017/745, (EU) 2017/746 and (EU) 2019/6 
and Directive 2001/83/EC relating respectively to medical devices, 
in vitro diagnostic medical devices, veterinary medicinal products 
and medicinal products for human use, if there is no space on the 
packaging due to other labelling requirements as defined in tho-
se Union legislative acts, or if the labelling of the packaging could 
jeopardise the safe use of medicinal products for human use or of 
veterinary medicinal products.

Does “contact-sensitive packaging” refer to all primary packa-
ging for cosmetics, medical devices and food supplements? 

Contact-sensitive packaging is primary packaging intended for use 
with products covered by the following regulations, directives and 
decisions: 
 	› Regulation (EC) 1831/2003 on additives for use in animal nutri-

tion;
 	› Regulation (EC) 1935/2004 on materials and articles intended 

to come into contact with food;
 	› Regulation (EC) 767/2009 on the placing on the market and use 

of feed; 
 	› Regulation (EC) 1223/2009 on cosmetic products;
 	› Regulation (EU) 2017/745 on medical devices, amending Regu-

lation (EU) 2017/746 on in vitro diagnostic medical devices;
 	› Regulation (EU) 2019/4 on the manufacture, placing on the 

market and use of medicated feed;
 	› Regulation (EU) 2019/6 on veterinary medicinal products;
 	› Directive 2001/83/EC on the Community code relating to medi-

cinal products for human use;
 	› Directive 2002/46/EC on the approximation of the laws of the 

Member States relating to food supplements;
 	› Commission Decision (EU) 2023/1809 establishing the EU Eco-

label criteria for absorbent hygiene products and for reusable 
menstrual cups (for the products defined in Articles 1 and 2).

Does the new Regulation 2025/40 apply to all product categories 
or are there specific exemptions (e.g. distributors of medical de-
vices)?

Regulation 2025/40 applies in general to all packaging; however, 
for certain categories of packaging, there are some exemptions 
from the obligations set out in Regulation 2025/40. For example, 
the recyclability requirements set out in Article 6 of Regulation 

OBLIGATED PARTIES

RESPONSIBILITY 

SCOPE OF  
APPLICATION 

PACKAGING FOR  
MEDICAL DEVICES

RESPONSIBILITY 

PACKAGING FOR  
MEDICAL DEVICES

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02017R0745-20250110

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02017R0746-20250110

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02001L0083-20250101
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02019R0006-20220128

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02017R0745-20250110
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02017R0746-20250110
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02019R0006-20220128
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02001L0083-20250101
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02003R1831-20210327
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02004R1935-20210327

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02009R0767-20181226

https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:02009R1223-20250901
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02017R0745-20250110

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02017R0746-20250110

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02017R0746-20250110

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32019R0004

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02019R0006-20220128

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02001L0083-20250101
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:02002L0046-20250316
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32023D1809


194                                     195                                     

2025/40 do not apply to medical device packaging, nor do the mi-
nimum recycled content requirements for plastic packaging set 
out in Article 7 of Regulation 2025/40. Furthermore, medical de-
vices are not subject to the obligation to carry out the conformity 
assessment procedure for packaging (referred to in Article 38) and 
to draw up and keep the technical documentation referred to in 
Annex VII.

What is the deadline beyond which packaging that does not com-
ply with Regulation 2025/40 can no longer be placed on the mar-
ket? Are there penalties for those who do not comply with the new 
requirements?

The content of Regulation 2025/40 applies, in general, from 12 Au-
gust 2026; however, some specific obligations established by Re-
gulation 2025/40 will apply to operators in the sector at a later 
date, in order to allow operators to comply with the new rules. 
Therefore, in order to identify the individual deadlines, reference 
should be made to the various measures contained therein. 
Article 68 of Regulation 2025/40 stipulates that, by 12 February 
2027, Member States must establish the penalties to be applied in 
the event of infringements of the requirements.
For further details on the timetable for the European Commission 
and deadlines for businesses, please refer to the timeline in the 
foreword. 

PENALTIES
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7 Reference 
annexes

This chapter contains only the annexes to Regulation 2025/40 that 
are expressly referred to in the Handbook and are relevant for the 
purposes of analysing the sustainability and labelling requiremen-
ts considered in the document.

The following annexes are listed below: 

 	› ANNEX II 
Categories and parameters for assessment of recyclability  
of packaging

 	› ANNEX III 
Compostable packaging

 	› ANNEX IV 
Methodology for packaging minimisation  
assessment

 	› ANNEX V 
Restrictions on use of packaging formats

 	› ANNEX VI 
Requirements specific to re-use systems  
and refill stations

 	› ANNEX VII 
Conformity assessment procedure

 	› ANNEX VIII 
EU declaration of conformity

 	› ANNEX X
Minimum requirements for deposit and return systems

ANNEX II

Categories and parameters for assessment of recyclability of packaging

Table 1

Indicative list of packaging materials, types and categories referred to in Article 6

Category 
No

Predominant packaging 
material Packaging type Format (illustrative and non-exhaustive) Colour / Optical 

transmittance

1 Glass Glass and composite 
packaging, of which the 
majority is glass

Bottles, jars, flacons, cosmetics pots, tubs, ampoules, 
vials made of glass (soda lime silica), aerosol cans

—

2 Paper/cardboard Paper/cardboard packaging Boxes, trays, grouped packaging, flexible paper 
packaging (e.g. films, sheets, pouches, lidding, cones, 
wrappers)

—

3 Paper/cardboard Composite packaging of 
which the majority is pa-
per/cardboard

Liquid packaging board, and paper cups (i.e. laminated 
with polyolefin and with or without aluminium), trays, 
plates and cups, metallised or plastic laminated 
paper/cardboard, paper/cardboard with plastic liners/ 
windows

—

4 Metal Steel and composite 
packaging of which the 
majority is steel

Rigid formats (aerosols cans, cans, paint tins, boxes, 
trays, drums, tubes) made of steel, including tinplate 
and stainless steel

—

5 Metal Aluminium and composite 
packaging of which the 
majority is aluminium – 
rigid

Rigid formats (food and beverage cans, bottles, 
aerosols, drums, tubes, cans, boxes, trays) made of 
aluminium

—

6 Metal Aluminium and composite 
packaging of which the 
majority is aluminium – 
semi-rigid and flexible

Semi rigid and flexible formats (containers and trays, 
tubes, foils, flexible foil) made of aluminium

—

7 Plastic PET – rigid Bottles and flasks Transparent 
clear / coloured, 
opaque

8 Plastic PET – rigid Rigid formats other than bottles and flasks (including 
pots, tubs, jars, cups, mono- and multilayer trays and 
containers, aerosol cans)

Transparent 
clear / coloured, 
opaque

9 Plastic PET – flexible Films Natural / coloured

10 Plastic PE – rigid Containers, bottles, trays, pots and tubes Natural / coloured

11 Plastic PE – flexible Films, including multilayer and multi-material packa-
ging

Natural / coloured

12 Plastic PP – rigid Containers, bottles, trays, pots and tubes Natural / coloured

13 Plastic PP – flexible Films, including multilayer and multi-material packa-
ging

Natural / coloured
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Category 
No

Predominant packaging 
material Packaging type Format (illustrative and non-exhaustive) Colour / Optical 

transmittance

14 Plastic HDPE and PP – rigid Crates and pallets, corrugated board plastic Natural / coloured

15 Plastic PS and XPS – rigid Rigid formats (including dairy packaging, trays, cups 
and other food containers)

Natural / coloured

16 Plastic EPS – rigid Rigid formats (including fish boxes / white goods and 
trays)

Natural / coloured

17 Plastic Other rigid plastics (e.g. 
PVC, PC) including multi- 
materials – rigid

Rigid formats, including. intermediate bulk containers, 
drums

—

18 Plastic Other flexible plastics in-
cluding multi-materials – 
flexible

Pouches, blisters, thermoformed packaging, vacuum 
packaging, modified atmosphere/modified humidity 
packaging, including flexible intermediate bulk con-
tainers, bags, stretch films

—

19 Plastic Biodegradable plastics (1) – 
rigid (e.g. PLA, PHB) and 
flexible (e.g. PLA)

Rigid and flexible formats —

20 Wood, cork Wooden packaging, in-
cluding cork

Pallets, boxes, crates —

21 Textile Natural and synthetic tex-
tile fibres

Bags —

22 Ceramics or porce-
lain stoneware

Clay, stone Pots, containers, bottles, jars —

(1) Please note that this category contains plastics that are readily biodegradable (meaning a proven ability to convert >90 % of the original material into 
CO2, water and minerals by biological processes within 6 months) and regardless of the feedstock used for their production. Biobased polymers that 
are not readily biodegradable are covered under the other relevant plastic categories.

Table 2

Indicative list of packaging materials and categories referred to in Article 6

Materials Categories Link to Table 1, Annex II

Plastic PET rigid categories 7, 8

PE rigid, PP rigid, HDPE and PP rigid categories 10, 12, 14

Films/flexible categories 9, 11, 13, 18

PS, XPS, EPS categories 15, 16

Other rigid plastics category 17

Biodegradable (rigid and flexible) category 19
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Materials Categories Link to Table 1, Annex II

Paper/cardboard Paper/cardboard (except liquid packaging board) categories 2, 3

Liquid packaging board category 3

Metal Aluminium categories 5, 6

Steel category 4

Glass Glass category 1

Wood Wood, cork category 20

Others Textile, ceramics/porcelain and others categories 21, 22

Table 3

Recyclability performance grades

Packaging recyclability shall be expressed in the performance grades A, B or C.

From 2030, recyclability performance is based on design for recycling criteria. The design for recycling criteria shall ensure 
the circularity of the use of the resulting secondary raw materials of sufficient quality to substitute the primary raw 
materials.

The assessment based on design for recycling criteria shall be carried out for each packaging category listed in Table 1, 
taking into account the methodology established under Article 6(4) and the related delegated acts, as well as the parameters 
established in Table 4. After weighing the criteria per packaging unit, it will be classified into categories A, B or C. When 
a packaging unit’s recyclability performance grade is below 70 %, it is considered to be non-compliant with the recyclability 
performance grades and therefore the packaging will be considered technically non-recyclable and its placing on the market 
shall be restricted.

From 2035, a new factor shall be added to the assessment of the packaging recyclability, which is the recycled-at-scale 
assessment. Consequently, a new assessment shall be carried out based on the quantity (weight) of the material effectively 
recycled from each of the packaging categories in accordance with the methodology established in the implementing acts 
adopted under Article 6(5). The thresholds related to the annual recycled packaging materials for compliance with the 
recycled-at-scale assessment shall be defined taking into account the targets set in Article 3(1), point (39).
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2030 2035 2038

Recyclability performance 
grade

Design for recycling 
(DfR)

Assessment of 
recyclability per unit, in 

terms of weighting

Recyclability 
performance grade (for 

DfR)

Design for recycling 
(DfR)

Assessment of 
recyclability per unit, in 

terms of weighting

Recyclability 
performance grade (for 

recycled-at-scale 
assessment)

Recyclability 
performance grade

Design for recycling 
(DfR)

Assessment of 
recyclability per unit, in 

terms of weighting

Recyclability performance 
grade (for 

recycled-at-scale 
assessment)

Grade A higher or equal to 
95 %

Grade A higher or equal to 
95 %

Grade A RaS Grade A higher or equal to 
95 %

Grade A RaS

Grade B higher or equal to 
80 %

Grade B higher or equal to 
80 %

Grade B RaS Grade B higher or equal to 
80 %

Grade B RaS

Grade C higher or equal to 
70 %

Grade C higher or equal to 
70 %

Grade C RaS Grade C

CANNOT BE PLACED 
ON THE MARKET

higher or equal to 
70 %

Grade C RaS

TECHNICALLY NON- 
RECYCLABLE

lower than 70 % TECHNICALLY 
NON-RECYCLABLE

lower than 70 % NOT RECYCLED AT 
SCALE

(below thresholds of  
Article 3(1), point 
(39).

TECHNICALLY 
NON-RECYCLABLE

lower than 70 % NOT RECYCLED AT 
SCALE

(below thresholds of  
Article 3(1), point (39).
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Parameters for design for recycling 
criteria Parameter’s relevance

Colours Colours are substances that impart colour to the packaging material.

Heavily dyed materials in paper or plastics can cause problems with regard to sorting 
and can downgrade the quality of secondary raw materials.

Material composition Use of mono-materials or material combinations that permit easy separation and ensure 
high yield of secondary raw materials is preferable.

Barriers / coatings The material or substance added to confer barrier properties (barrier), or a variety of 
materials applied on the surface to impart other properties (coating).

The presence of barriers or coatings within the packaging can make recycling more 
difficult. Combinations that ensure high yield of secondary raw materials are preferable.

Inks and lacquers / printing/ 
coding

Inks and lacquers are mixtures of colorants with other substances applied onto the 
material by a printing or coating process (ink) or a protective coating made of resin or 
cellulose ester, or both, dissolved in a volatile solvent (lacquer). Coding refers to printing 
applied directly to sales packaging for the purpose of batch coding and other 
information and branding.

The use of inks with substances of concern hinders recycling, as those packaging units 
cannot be recycled. Printing inks when released can contaminate the recycling stream 
through the washing water. Likewise, printing inks which are not released can impair the 
transparency of the recycling stream.

Product residues / ease of 
emptying

Residues of the content of the packaging can affect the sortability and the recyclability of 
the packaging. The design of the packaging should enable the easy emptying of its 
content and when disposed of should be in a fully drained condition.

Ease of dismantling Components that are firmly attached to each other can affect the sortability and the 
recyclability of the packaging. Packaging design can facilitate the possibility of separating 
different components into different material streams.
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Table 4

Non-exhaustive list of parameters for setting design for recycling criteria under Article 6

The list in this Table shall be used as a basis when defining design for recycling criteria, as set out in Article 6(4). The design 
for recycling criteria shall then be used in order to set the calculations leading to the performance grades listed in Table 3. In 
addition, the assessment of the parameters set out in that list shall consider:

— separability of any component of packaging, either manually by end users or in processing plants,

— efficiency of sorting and recycling processes, for example yield,

— evolution of sorting and recycling technologies (to address the aspect if the packaging cannot be sorted today, but it 
might be sortable in 2 years), and

— preservation of functionality of secondary raw materials enabling the substitution of primary raw materials.

The packaging functionality that the following parameters provide to the packaging shall be factored-in in the setting of 
design for recycling criteria.

Parameters for design for recycling 
criteria Parameter’s relevance

Additives Additives refer often to substances added to materials to confer specific properties. The 
presence of additives in the packaging containers can result in incorrect sorting of the 
packaging materials during the sorting process and can contaminate the obtained 
secondary raw materials.

Labels Coverage rate of labels can affect the efficiency of the sorting process. Material from 
which the label is made and type of glue or adhesive also affect the quality of the 
secondary raw material.

Sleeves Coverage rate of the sleeve on the main packaging body affects the possibilities for 
sorting. In addition, the use of sleeves can affect the ability to separate them from the 
main packaging body.

The material from which the sleeve is made can affect both the sortability and the 
recyclability of the packaging.

Closures and other small 
packaging components

Closures refer to components used to close or seal the packaging. There may be different 
types of closures, rigid or flexible, such as tamper-evident shrink wrap, linings, caps, lids, 
seals, valves, etc.

The material from which the closures is made can affect both the sortability and the 
recyclability of the packaging.

Closures that are not firmly attached to the packaging can increase litter.

Small packaging components attached to the main packaging body can affect the 
separability and the recyclability of the packaging. In addition, the components can be 
lost in the sorting and recycling process.

Adhesives Adhesives can be used in such a way that they can be easily separated in the recycling 
process or by the end user or in a way that they do not affect the efficiency of the sorting 
and recycling processes. The presence of adhesive residues on the packaging can 
downgrade the quality (purity) of the secondary raw materials.

Washable adhesives can ensure the separation from the main packaging body and that 
no adhesive residue remains in the secondary raw material.

OJ L, 22.1.2025 EN

ELI: http://data.europa.eu/eli/reg/2025/40/oj 97/124



204                                     205                                     

ANNEX III

Compostable packaging

Conditions to be considered when mandating or introducing the use of compostable packaging format:

(a) it could not have been designed as reusable packaging or the products could not be placed on the market without 
packaging;

(b) it is designed to enter the organic waste stream at the end of its life;

(c) it is of such biodegradable nature that it allows the packaging to undergo physical or biological decomposition, 
including anaerobic digestion, resulting ultimately in conversion into carbon dioxide and water, new microbial biomass, 
mineral salts, and, in the absence of oxygen, methane;

(d) its use significantly increases the collection of organic waste compared to the use of non-compostable packaging 
materials;

(e) its use significantly reduces the contamination of compost with non-compostable packaging and does not cause any 
problems in bio-waste processing;

(f) its use does not increase the contamination of non-compostable packaging waste streams.
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ANNEX IV

Methodology for packaging minimisation assessment

Part A

Performance criteria

1. Product protection: packaging design shall ensure protection of the product, from the point of packaging or filling until 
its end use, with a view to preventing significant product damage, loss, deterioration or waste. Requirements may consist 
of protection against mechanical or chemical damage, vibration, compression, humidity, moisture loss, oxidation, light, 
oxygen, microbiological infection, pest, deterioration of organoleptic properties, etc. and include references to specific 
Union law setting out requirements on product quality.

2. Packaging manufacturing processes: the packaging design shall be compatible with the packaging manufacturing and 
filling processes. The packaging manufacturing processes may determine packaging design elements, such as the shape 
of a container, thickness tolerances, size, feasibility of tooling, or specifications minimising waste in manufacturing. The 
processes operated by manufacturer of products may also require certain design elements of packaging, such as impact 
and stress resistance, mechanical strength, packing line speed and efficiency, stability in conveying, heat resistance, 
effective closing, minimum headspace, or hygiene.

3. Logistics: the packaging design shall ensure adequate and safe distribution, transport, handling and warehousing of the 
packaged product. Requirements may consist of dimensional coordination for optimum space utilisation, compatibility 
with palletising and de-palletising systems, handling and warehousing system, and packaging system integrity during 
transport and handling.

4. Packaging functionality: the packaging design shall ensure its functionality, taking into account the purpose of the 
product and particularities giving rise to its sale, such as sales for gift purposes, or on the occasion of seasonal events.

5. Information requirements: the packaging design shall ensure that any necessary information regarding the packaged 
product itself, its use, storage and care, including safety instructions, can be provided to end users. Requirements may 
include providing product information, instructions for storage, application and use, bar codes and the best before date.

6. Hygiene and safety: the packaging design shall ensure user and consumer safety as well as product safety and hygiene 
throughout the distribution, end use and disposal of the packaged product. Requirements may include those on safe 
handling design, child resistance, anti-tamper, anti-theft, anti-counterfeit, hazard warnings, clear identification of 
content, safe opening device or pressure-release closure.

7. Legal requirements: the packaging design shall ensure that the packaging and packaged product can comply with 
applicable law.

8. Recycled content, recyclability and re-use: the packaging design shall ensure reusability, recyclability and inclusion of 
recycled content as required under this Regulation. If the packaging is intended for re-use, it shall fulfil the requirements 
laid down in Article 11(1). This means that the packaging weight or volume may have to be increased beyond what 
would otherwise be possible under the other performance factors in order to enable for example a higher number of 
trips or rotations, to facilitate inclusion of recycled content or to enhance recyclability (for example when moving to 
a mono-material or post-consumer recycled content).

Part B

Assessment methodology and determination of the minimum packaging volume and weight

The assessment of the minimum packaging volume and weight necessary to ensure the packaging functionality as described 
in Article 3(1), point (1), shall be explained in the technical documentation and shall include at least:
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(a) the description of the outcome of the assessment, including the details of the calculation of the minimum necessary 
weight and volume for the packaging; possible variations between production batches for a same packaging shall be 
taken into account and documented;

(b) for each performance criterion as listed in Part A, a description which explains the design requirement that prevents 
further reduction of the packaging weight or volume without endangering the packaging functionality, including safety 
and hygiene, for the packaged product, packaging and user; the method used for the identification of these design 
requirements shall be described, and the reasons preventing further reduction of the packaging weight or volume shall 
be explained; all reduction opportunities with a given packaging material shall be investigated, such as the reduction of 
any superfluous layer which does not perform a packaging function; substitution of one packaging material with 
another shall not be considered sufficient;

(c) any test results, market research or studies that have been used for the assessment conducted under points (a) and (b).
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ANNEX V

Restrictions on use of packaging formats

Packaging format Restricted use Illustrative example

1. Single-use plastic grouped 
packaging

Single-use plastic packaging used at the point of sale to 
group goods sold in bottles, cans, tins, pots, tubs, and 
packets designed as convenience packaging to enable or 
encourage consumers to purchase more than one 
product. This excludes grouped packaging necessary to 
facilitate handling.

Collation films, shrink 
wrap

2. Single-use plastic packaging 
for unprocessed fresh fruit 
and vegetables

Single-use plastic packaging for less than 1,5 kg pre- 
packed fresh fruit and vegetables. Member States may set 
up exemptions in respect of this restriction if there is 
a demonstrated need to avoid water loss, or turgidity 
loss, microbiological hazards or physical shocks, oxida-
tion, or if there is no other possibility to avoid 
commingling of organic fruits and vegetables with 
non-organic fruits and vegetables in compliance with 
requirements in Regulation (EU) 2018/848 of the 
European Parliament and of the Council (1) on certifica-
tion or labelling, without entailing disproportionate 
economic and administrative costs.

Nets, bags, trays, con-
tainers

3. Single-use plastic packaging Single-use plastic packaging for foods and beverages 
filled and consumed within the premises in the HORECA 
sector, which include all eating areas inside and outside 
a place of business, covered with tables and stools, 
standing areas, and eating areas offered to the end users 
jointly by several economic operators or a third party for 
the purpose of food and drinks consumption. Establish-
ments in the HORECA sector that do not have access to 
drinking water are exempted.

Trays, disposable plates 
and cups, bags, boxes

4. Single-use plastic packaging 
for condiments, preserves, 
sauces, coffee creamer, su-
gar, and seasoning in HOR-
ECA sector

Single-use plastic packaging in the HORECA sector, 
containing individual portions or servings, used for 
condiments, preserves, sauces, coffee creamer, sugar and 
seasoning, except in the following cases:

(a) such packaging is provided together with take-away 
ready-prepared food intended for immediate con-
sumption without the need of any further prepar-
ation;

(b) such packaging is required to ensure safety and 
hygiene in establishments where there is a medical 
requirement for individualised care, such as hospitals, 
clinics or nursing homes.

Sachets, tubs, trays, boxes
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Packaging format Restricted use Illustrative example

5. Single-use accommodation 
sector packaging intended 
for an individual booking

Single-use packaging for cosmetics, hygiene and toiletry 
products for the use in the accommodation sector, as 
described in NACE Rev. 2 – Statistical classification of 
economic activities, intended for an individual booking 
only and intended to be discarded before the next guest 
arrives.

Shampoo bottles, hand 
and body lotion bottles, 
sachets around bar soap

6. Very lightweight plastic car-
rier bags

Very lightweight plastic carrier bags, except for very 
lightweight plastic carrier bags required for hygiene 
reasons or provided as sales packaging for loose food 
when this helps to prevent food wastage.

Very thin bags provided 
for bulk groceries
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ANNEX VI

Requirements specific to re-use systems and refill stations

For the purposes of this Annex, the following definitions apply:

(a) ‘governance guidelines’ means the governance structure of a re-use system that defines the role of system participants, 
ownership and any envisaged transfer of ownership of packaging, as well as other relevant governance elements of the 
re-use system as defined in this Annex;

(b) ‘closed loop system’ means a re-use system in which reusable packaging is circulated by a system operator or 
a co-operating group of system participants without the change of the ownership of packaging;

(c) ‘open loop system’ means a re-use system in which reusable packaging circulates amongst an unspecified number of 
system participants, and the ownership of the packaging changes at one or more points in the re-use process;

(d) ‘system operator’ means any natural or legal person who is a system participant and manages a re-use system;

(e) ‘system participant’ shall mean any natural or legal person who participates in a re-use system and performs at least one 
of the following actions: collects the packaging either from end users or from other system participants, reconditions it, 
distributes it among system participants, transports it, fills it with products, packs it or offers it to end users; a re-use 
system can comprise one or more system participants.

Part A

Requirements for re-use systems

1. General requirements for re-use systems

All re-use systems shall:

(a) have a clearly defined governance structure as described in the governance guidelines;

(b) have a governance structure that:

(i) ensures that the objectives of the system in the governance guidelines and, if applicable, the re-use targets and any 
other objectives of the system can be met;

(ii) allows for equal access and fair conditions of all economic operators wishing to become a part of the system;

(iii) allows for equal access and fair conditions for all end users;

(c) be designed to ensure that reusable packaging rotating within them completes at least the minimum intended number 
of rotations as set out in the delegated act adopted pursuant to Article 11(2);

(d) have rules defining their functioning, including requirements for packaging use, that are accepted by all system 
participants and which:

(i) specify types and design of packaging allowed to circulate in the system;

(ii) describe the products intended to be used, filled or transported through the system;

(iii) specify the terms and conditions for proper handling and packaging use;

(iv) specify detailed requirements for packaging reconditioning;

(v) specify the requirements for packaging collection;

(vi) specify the requirements for packaging storage;
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(vii) specify the requirements for packaging filling or uploading;

(viii) specify rules to ensure the effective and efficient collection of reusable packaging, including by providing for 
incentives for end users to return the packaging to the collection points or grouped collection system;

(ix) specify rules to ensure equal and fair access to the re-use system, including for vulnerable consumers;

(e) have a system operator that controls the proper functioning of the system and verifies whether re-use is properly 
enabled;

(f) have reporting rules allowing to access data on the number of fillings or re-uses (i.e. rotations per category) and rejects, 
collection rate (i.e. return rates), sales units or equivalent units, including the material and per category, or an average 
estimation if the calculation is not feasible, number of units of reusable or refillable packaging added to the system, and 
number of units of packaging that have been handled by the end-of-life plan;

(g) ensure that the design of the packaging is laid down in accordance with mutually agreed specifications or standards;

(h) ensure a fair distribution of costs and benefits for all system participants;

(i) ensure the implementation of the extended producer responsibility obligations for reusable packaging used in the 
system and that has become waste.

The open loop systems which do not have a system operator shall be exempt from points (b)(i), (e), (f) and (h).

Open loop systems established prior to the entry into force of this Regulation shall be exempt from the requirements under 
points (a), (b)(i) and (ii), (e), (f) and (h).

2. Requirements for closed loop systems

In addition to the general requirements for re-use systems listed under point 1, closed loop systems shall satisfy the 
following requirements:

(a) the system has reverse logistics facilitating transfer of the packaging from the end users back to the system participants;

(b) the system ensure the collection, reconditioning and redistribution of packaging;

(c) system participants are obliged to take the packaging back from the collection point if it has been used, collected and 
stored in accordance with the system rules.

3. Requirements for open loop systems

In addition to the general requirements for re-use systems listed under point 1, open loop systems shall satisfy the following 
requirements:

(a) after packaging is used, the system participant decides whether to re-use the packaging or to pass it to another system 
participant for re-use;

(b) the system ensures that the collection, reconditioning and redistribution of packaging are in place and are generally 
available;

(c) reconditioning meeting the requirements under Part B is part of the system.

Part B

Reconditioning

1. The reconditioning process shall not create risks for the health and safety of those responsible for carrying out the 
reconditioning of the packaging and shall minimise the impact of that process on the environment. It shall be operated 
in accordance with applicable laws on contact-sensitive materials, waste and industrial emissions.

2. Reconditioning shall cover the following operations adapted to the reusable packaging format and its intended use:
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(a) assessment of the condition of the packaging;

(b) removal of damaged or non-reusable components of the packaging;

(c) conveyance of removed components of the packaging to an appropriate recovery process;

(d) cleaning and washing the packaging according to required hygiene conditions;

(e) repair of the packaging;

(f) inspection and assessment of fitness-for-purpose of the packaging.

3. Where necessary, cleaning and washing processes shall be carried out at different stages of the reconditioning and 
repeated.

4. The reconditioned product shall meet health and safety requirements applicable to it.

Part C

Requirements for refill

Refill stations shall satisfy the following requirements:

(a) the refill station displays clear and precise information on:

(i) the hygiene standards that the end user’s container must meet in order for it to be used to purchase products at the 
refill station;

(ii) the types and features of containers that can be used to purchase products through refill;

(iii) the contact details of the final distributor to ensure compliance with hygiene standards under applicable law;

(b) the refill station comprises a measuring device or provides alternative means of ensuring that the end user can choose 
a specified quantity of product for purchase;

(c) the price paid by end users does not include the weight of the container.
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ANNEX VII

Conformity assessment procedure

Module A

Internal production control

1. Internal production control is the conformity assessment procedure whereby the manufacturer fulfils the obligations laid 
down in points 2, 3 and 4 and ensures and declares on his sole responsibility that the packaging concerned satisfies the 
requirements of Articles 5 to 12 of this Regulation that apply to it.

2. Technical documentation

The manufacturer shall establish the technical documentation. The documentation shall make it possible to assess the 
packaging’s conformity with the applicable requirements, and shall include an adequate analysis and assessment of the 
risks of non-conformity.

The technical documentation shall specify the applicable requirements and shall cover, as far as relevant for the 
assessment, the design, manufacture and operation of the packaging. The technical documentation shall contain, 
wherever applicable, at least the following elements:

(a) a general description of the packaging and its intended use;

(b) conceptual design, manufacturing drawings and materials of components;

(c) descriptions and explanations necessary for the understanding of the drawings provided under point (b) and the 
schemes and operation of the packaging;

(d) a list of:

(i) the harmonised standards, referred to in Article 36, applied in full or in part;

(ii) the common specifications, referred to in Article 37, applied in full or in part;

(iii) other relevant technical specifications used for measurement or calculation purposes;

(iv) in the event of partly applied harmonised standards or common specifications, an indication of the parts which 
have been applied;

(v) in the event of harmonised standards or common specifications not being applied, a description of the solutions 
adopted to meet the requirements referred to in point 1;

(e) a qualitative description of how the assessments provided for in Articles 6, 10 and 11 have been carried out; and

(f) test reports.

3. Manufacturing

The manufacturer shall take all measures necessary so that the manufacturing process and the monitoring thereof ensure 
compliance of the manufactured packaging with the technical documentation referred to in point 2 and with the 
requirements referred to in point 1.

4. Declaration of conformity

The manufacturer shall draw up a written declaration of conformity for each packaging type and keep it together with 
the technical documentation at the disposal of the national authorities for 5 years after single-use packaging has been 
placed on the market, and 10 years after reusable packaging has been placed on the market. The declaration of 
conformity shall identify the packaging for which it has been drawn up.

A copy of the declaration of conformity shall be made available to the relevant authorities upon request.

5. Authorised representative

The manufacturer’s obligations set out in point 4 as regards keeping the technical documentation may be fulfilled by its 
authorised representative, on its behalf and under its responsibility, provided that those obligations are specified in the 
mandate. 

OJ L, 22.1.2025 EN

ELI: http://data.europa.eu/eli/reg/2025/40/oj 107/124

ANNEX VIII

EU declaration of conformity No (*) …

1. No … (unique identification of the packaging):

2. Name and address of the manufacturer and, where applicable, the manufacturer’s authorised representative:

3. This declaration of conformity is issued under the sole responsibility of the manufacturer.

4. Object of the declaration (identification of the packaging allowing traceability): description of the packaging:

5. The object of the declaration referred to point 4 is in conformity with the relevant Union harmonisation legislation: … 
(reference to the other Union acts applied).

6. References to the relevant harmonised standards or the common specifications used or references to the other 
technical specifications in relation to which conformity is declared:

7. Where applicable, the notified body … (name, address, number) … performed … (description of intervention) … and 
issued the certificate(s): … (details, including the date of the certificate(s), and, where appropriate, information on the 
duration and conditions of validity).

8. Additional information:

Signed for and on behalf of:

(place and date of issue):

(name, function) (signature): 
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ANNEX X

Minimum requirements for deposit and return systems

For the purpose of this Annex, the following definition applies:

‘system operator’ means any natural or legal person who is entrusted with a responsibility to establish or operate a deposit 
and return system in a Member State.

Minimum general requirements for deposit and return systems

Member States shall ensure that the deposit and return systems established on their territories meet the following minimum 
requirements:

(a) a single system operator is established or licenced or, in the case there is more than one system operator, Member State 
shall adopt measures to ensure coordination between the different system operators;

(b) the governance and related operational rules of the system allow for equal access and fair conditions of all economic 
operators wishing to become part of the system, provided they make available on the market packaging that belongs to 
a packaging type or category included in the system;

(c) control procedures and reporting systems are set up allowing the system operator to obtain data on the collection of 
packaging covered by the deposit and return system;

(d) a minimum deposit level is established, which is sufficient to achieve the required collection rates;

(e) minimum requirements on the financial capacity of the system operator are established allowing the system operator 
to perform its functions;

(f) the system operator is a non-profit and independent legal entity;

(g) the system operator performs exclusively roles arising from the rules of this Regulation, and any additional roles 
related to the coordination and operation of the deposit and return system as established by the Member States;

(h) the system operator coordinates the functioning of the deposit and return system;

(i) the system operator keeps in writing:

(i) a statute establishing the internal organisation of the system;

(ii) evidence of the funding system of the system;

(iii) a statement proving the compliance of the system with the requirements laid down in this Regulation, as well as 
any additional requirements established in the Member State in which it operates;

(j) a sufficient amount of the annual turnover of the system operator is used for public awareness campaigns on the 
management of packaging waste;

(k) system operators provide any information requested by the competent authorities of a Member State in which the 
system operates, for the purposes of monitoring compliance with the requirements in this Annex;

(l) Member States shall ensure that final distributors are obligated to accept the deposit bearing packaging of the 
packaging material and format that they distribute and to provide end users with redeemed deposits when the deposit 
bearing packaging is returned, unless end users have equally accessible means to redeem the deposit after the use of the 
deposit bearing packaging, through one of the collection channels that, for food packaging, ensure food grade recycling 
and that are authorised for that purpose by the national authorities.

This obligation does not apply where the sale surface area does not make possible for end users to return deposit 
bearing packaging. However, final distributors will always have to accept the return of the empty packaging of products 
they sell;
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(m) the end user is able to return the deposit bearing packaging without the need to purchase any goods; deposit shall be 
redeemed to the end user;

(n) all deposit bearing packaging that is to be collected by a deposit and return system is clearly labelled, so that the end 
users can easily identify the need to return such packaging;

(o) fees are transparent.

In addition to the minimum requirements, Member States may set additional requirements, as appropriate, in order to 
ensure the fulfilment of the objectives of this Regulation, in particular to increase the purity of the collected packaging 
waste, reduce litter or promote other circular economy objectives.

Member States with regions with high transboundary business shall ensure that the deposit and return systems allows for 
collection of packaging from other Member States’ deposit and return systems at designated collection points and shall 
endeavour to enable the possibility of return of a deposit that was charged to the end user when purchasing the packaging. 
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