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Excluded and limited substances and mixtures criteria:

- Specifically excluded substances and mixtures

1. - H-statements based restriction
- Specific limited in-going substances: Preservatives, Fragrances, etc.
- Other issues
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Legal framework

e Linked with Article 6(6) and 6(7) of the EU Ecolabel Regulation (EC) No 66/2010

The EU Ecolabel may not be awarded to goods containing substances or mixtures meeting the
criteria for classification as

- toxic,

- hazardous to the environment,

- carcinogenic, mutagenic or toxic for reproduction (CMR), in accordance with CLP
nor to goods containing substances referred to in Article 57 of Regulation (EC) No
1907/2006 of REACH.

The Regulation allows derogations of specific substances under strictly defined conditions:

"(...) only in the event that it is not technically feasible to substitute them as such, or via the
use of alternative materials or designs, or in the case of products which have a significantly
higher overall environment performance compared with other goods of the same category, the
Commission may adopt measures to grant derogations”.

"No derogation shall be given concerning substances that meet the criteria of Article 57 of
Regulation (EC) No 1907/2006 and that are identified according to the procedure
described in Article 59(1) of that Regulation, present in mixtures, in an article or in any
homogeneous part of a complex article in concentrations higher than 0,1 % (weight by
weight)".
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Excluded and limited substances and mixtures

The EU Ecolabel criteria can limit the inclusion of certain substances and
mixtures using three approaches:

1. Specific exclusions for substances and mixtures
2. Exclusions and limitations based on classification with hazard classes

3. Specific limitations by substance type/substance group (e.g.
preservatives, fragrances).
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Sub-criterion: specified excluded ingoing
substances and mixtures

Specified excluded ingoing substances and mixtures in the currently valid criteria

Substance IIDD DD IILD LD APC HDD
Phosphates X X X
EDTA X X X X X X
APEO and APEO and
CLTEDERE LR x x derivatives derivatives
DTPA X
Fragrances . . Fragrances .
Sbetlo  Femmcsaect Fogmeenbiet ST Fagmces e
EESgISncSS x deg\aranon requirement = requirement > dec_laratlon requirement =
requirement = 0100 ppm 0100 ppm requirement = 0100 ppm
0100 ppm 2o BB 0100 ppm 2D
Nitromusks and
plycyclic musks x x x x x
Quaternary
ammonium salts not X
readily biodegradable
Reactive chlorine % 5%
compounds
Perborates X
5-bromo-5-nitro-1,3- 2 2
dioxane
2-bromo-2- 2 2
nitropropane-1,3-diol
Diazolinidylurea X X
Sodium hydroxyl % %

methyl glycinate
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Sub-criterion: specified excluded ingoing
substances and mixtures

Substance IIDD DD IILD LD APC HDD

EDTA X X X X X X

DTPA X

APEO and - - - -

ADP
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Sub-criterion: specified excluded ingoing
substances and mixtures

Substance IIDD DD IILD LD APC HDD
Quaternary

ammonium salts

not readily

biodegradable

Formaldehyde X X
5-bromo-5-

nitro-1,3- X X
dioxane

2-bromo-2-

nitropropane- X X
1,3-diol

Diazolinidylurea X X

Sodium
hydroxyl methyl X X
glycinate
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Sub-criterion: specified excluded ingoing
substances and mixtures

Substance IIDD DD IILD LD APC HDD

Reactive

chlorine X X

compounds

Perborates X
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Commission

Sub-criterion: specified excluded ingoing
substances and mixtures

Other issues for consideration and further investigation
« Potential endocrine disrupters
« Nanosilver

« Microplastics
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Consultation issues

e Ingredients to be excluded from EU Ecolabel detergent and cleaning

products
Substance

EDTA

APEO and ADP

DTPA

Quaternary ammonium salts not readily
biodegradable

Reactive chlorine compounds
Perborates
5-bromo-5-nitro-1,3-dioxane
2-bromo-2-nitropropane-1,3-diol
Diazolinidylurea

Sodium hydroxyl methyl glycinate
Formaldehyde

» Use/Exclusion of:
o Nanosilver
o Microplastics

IIDD DD IILD LD APC HDD

X X X X X X

X X X X
X

X X
X X
X

X X

X X

X X

X X

X X

Excluded and

limited substances

European
Commission

and mixtures

Sub-criterion: Hazardous substances and mixtures

According to Article 6(6) of Regulation (EC) No
66/2010, the EU Ecolabel may not be awarded
to any product that contains substances or
mixtures meeting criteria for classification with
the hazard statements specified in Table x in
accordance with Regulation (EC) No 1272/2008
of the European Parliament and of the Council
or Council Directive 67/548/E or substances
referred to in Article 57 of Regulation (EC) No
1907/2006. However, if information on
substances cannot be obtained, the
classification rules for mixtures apply.

Substances or mixtures which change their
properties through processing and thus become
no longer bioavailable, or undergo chemical
modification in a way that removes the
previously identified hazard are exempted from
criterion x(b).

This criterion applies to all ingredients present
in concentrations = 0.010%, including
preservatives, colouring agents and fragrances.

Table x - Hazard statements

GHS Hazard Statement

H300 Fatal if swallowed

H301 Toxic if swallowed

H304 May be fatal if swallowed and enters airways

H310 Fatal in contact with skin

H311 Toxic in contact with skin

H330 Fatal if inhaled

H331 Toxic if inhaled

H340 May cause genetic defects

H341 Suspected of causing genetic defects

H350 May cause cancer

H350i May cause cancer by inhalation

H351 Suspected of causing cancer

H360F May damage fertility

H360D May damage the unborn child

H360FD May damage fertility. May damage the unborn child

H360Fd May damage fertility. Suspected of damaging the unborn child
H360Df May damage the unborn child. Suspected of damaging fertility
H361f Suspected of damaging fertility

H361d Suspected of damaging the unborn child

H361fd Suspected of damaging fertility. Suspected of damaging the unborn child.
H362 May cause harm to breast fed children

H370 Causes damage to organs

H371 May cause damage to organs

H372 Causes damage to organs through prolonged or repeated exposure
H373 May cause damage to organs through prolonged or repeated exposure
H400 Very toxic to aquatic life

H410 Very toxic to aquatic life with long-lasting effects

H411 Toxic to aquatic life with long-lasting effects

H412 Harmful to aquatic life with long-lasting effects

H413 May cause long-lasting harmful effects to aquatic life

EUHO059 Hazardous to the ozone layer

EUH029 Contact with water liberates toxic gas

EUHO31 Contact with acids liberates toxic gas

EUHO032 Contact with acids liberates very toxic gas

EUHO070 Toxic by eye contact

Sensitising substances

H334: May cause allergy or asthma symptoms or breathing difficulties if inhaled
H317: May cause allergic skin reaction
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Sub-criterion: Hazardous substances and mixtures

Assessment and verification: the applicant shall demonstrate compliance with criterion x (b) for any ingoing

substance or mixture present at concentrations greater than 0.010% in the product.

. A declaration of compliance shall be provided by the applicant supported, where appropriate, by the declarations
from producer(s) of the raw materials that none of these ingoing substances and/or mixtures meet the criteria for
classification with one or more of hazard statements listed in Table xx in the form(s) and physical state(s) they are
present in the product.

. The following technical information related to the form(s) and physical state(s) of the ingoing substances and/or
mixtures as present in the product shall be provided to support the declaration of non-classification:

. (i) For substances that have not been registered under Regulation (EC) No 1907/2006 and/or which do not yet have
a harmonised CLP classification: Information meeting the requirements listed in Annex VII to that Regulation;

. (ii) For substances that have been registered under Regulation (EC) No 1907/2006 and which do not meet the
requirements for CLP classification: Information based on the REACH registration dossier confirming the non-
classified status of the substance;

. (i) For substances that have a harmonised classification or are self-classified: safety data sheets where available. If
these are not available or the substance is self-classified then information shall be provided relevant to the
substances hazard classification according to Annex II to Regulation (EC) No 1907/2006;

. (iv) In the case of mixtures: safety data sheets where available. If these are not available then calculation of the
mixture classification shall be provided according to the rules under Regulation (EC) No 1272/2008 together with
information relevant to the mixtures hazard classification according to Annex II to Regulation (EC) No 1907/2006.

. For substances listed in Annexes IV and V to Regulation (EC) No 1907/2006, which are exempted from registration
obligations under point (a) and (b) of Article 2(7) of that Regulation, a declaration to this effect by the applicant
shall suffice to comply with criterion 3(b).

. A declaration on the presence of ingoing substances that fulfil the derogation conditions shall be provided by the
applicant, supported, where appropriate, by declarations from the producer(s) of the raw materials. Where required
for the derogation, the applicant shall confirm the concentrations of these ingoing substances in the final product.
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Hazardous substances and mixtures

Derogations - Surfactants

Derogation for surfactants

Decision Derogation Classified
2011/263/ Surfactants in total concentrations <25% in the final product H400
DD EU
LD 2011/264/ Surfactants in total concentrations <25% in the final product (*) H412
EU
2011/382/ Surfactants in total concentrations <25% in the final product (?) H400
HDD EU Surfactants in total concentrations <25% in the final product (*) H412
Surfactants in total concentrations <2,5% in the final product (*) H411
APC 2011/383/ Surfactants in total concentrations <25% in the final product (2) H400
EU Surfactants in total concentrations <25% in the final product (*) H412
IILD 2012/720/ Surfactants in total concentrations <25% in the final product H400
EU Surfactants in total concentrations <25% in the final product H412
1IDD 2012/721/ Surfactants in total concentrations <25% in the final product H400
EU Surfactants in total concentrations <25% in the final product (°) H412

(*) This derogation is applicable provided that they are ready degradable and anaerobically degradable
(3) the percentage must be divided by the M-factor!] established in accordance with the Regulation (EC) No 1272/2008
(v) this derogation is applicable provided that surfactants comply with criterion 3(b) and they are anaerobically degradable.
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Derogations — Preservatives/biocides

Comparison of the derogations on biocides

Decision Derogation Classified

H410
Biocides used for preservation purposes (*) H411
H412

- ; H331
Biocides for preservation purpose
gfg %81%%%3;53 (only for liquids with pH between 2 and 12 and maximum 0.10% w/w of :3:15;

active material) H400

Biocides, either as part of the formulation or as part of any mixtur

included in the formulation, that are used to preserve the product and criterion

that are classified H410 or H411 in accordance with Directive

67/548/EEC, Directive 1999/45/EC of the European Parliament and of H410
HDD  2011/382/EU  the Council or Regulation (EC) No 1272/2008, are permitted but only if H411

their bioaccumulation potentials are characterised by log Pow (log

octanol/water partition coefficient) < 3,0 or an experimentally

determined bioconcentration factor (BCF) < 100.

DD 2011/263/EU
LD 2011/264/EU

APC 2011/383/EU

(*) This derogation is applicable provided that biocides' bioaccumulation potentials are characterised by log Pow (log
octanol/water partition coefficient)<3.0 or an experimentally determined bioconcentration factor (BCF) < 100.
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Hazardous substances and mixtures

Derogations — Fragrances

Current derogation for fragrances

Product group Decision Derogation Classified as
DD 2011/263/EU

LD 2011/264/EU

HDD 2011/382/EU Fragrances H412

APC 2011/383/EU
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Derogations — Enzymes

Current derogation for enzymes

Product group Decision Derogation Classified
DD 2011/263/EU H334
LD 2011/264/EU Lo oo o)
HDD 2011/382/EU 4 317
APC 2011/383/EU

H334
IILD 2012/720/EU
1IDD 2012/721/E0  ENZYMes () H3L7

(***) including stabilisers and other auxiliary substances in the preparations
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Enzymes
Derogation for enzymes classified with H400

Request for a derogation for enzymes classified with H400 (very toxic to aquatic life) -
classification of several proteases.

« the derogation is included already in the current EU Ecolabel criteria for IILD and
1IDD.

Proteases (subtilisins)

e A common class of enzymes used in detergents and household cleaning products.

e They are used to remove proteinaceous stains and deposits, such as mud, dairy
products, baby food, blood and eggs.

e The concentrations of proteases used in cleaning products is very low and ranges
from around 0,007 % to 0,1 %.

e« In terms of environmental performance, as enzymes are proteins they are readily

and ultimately biodegradable and as a consequence are removed to a very high
extent from sewage treatment plants.
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Derogations — Bleach catalysts

Current derogation for bleach catalysts

Product group Decision Derogation Classified

LD 2011/264/EU  Bleach H334
catalysts (*) H317

TILD 2012/721/Ey  Bleach H400

catalysts (*)
(*) including stabilisers and other auxiliary substances in the preparations
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Hazardous substances and mixtures
Derogations — NTA

Current derogation for NTA as impurity in MGDA and GLDA

Product group Decision Derogation glsassmed
DD 2011/263/EU

LD 2011/264/EU NTA as an

HDD 2011/382/EU impurity in H351
APC 2011/383/EU MGDA and

1IDD 2012/720/EU GLDA (*)

IILD 2012/721/EU

(*) In concentrations lower than 1.0 % in the raw material as long as the total
concentration in the final product is lower than 0.10 %.
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Derogations — Approach to follow / Consultation issues

Derogations:

16 APPENDIX X. TEMPLATE FOR DEROGATIONS

EUROPEAN COMMISSION .
JOINT RESEARCH CENTRE S u rfa Cta nts
B Institute for Prospective Technological Studies (Seville)
Sustainable Production & Consumption Unit . Prese rvatives
[T T O e——
Substituton information and Derogation recuest form » Fragrances

1. Common information requirements * Enzymes
To be treated as [lYes [No T
confidential? ° SUbt”lSIn
Contact name * Bleach catalysts
Organisation
Email . . .
Telephone No. ¢ NTA as impurity in MGDA
Supplementary Please list additional evidence provided
e ataten and GLDA
la. Chemical substance

name(s)

1b. CAS, EC or Annex VI The CAS No shall always be provided

numbers

lc. Current EU Eo_notified _on or proposed for the SVHC
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Ingoing substances listed in accordance with
Article 59(1) of Regulation (EC) No 1907/2006

No derogation from the exclusion in Article 6(6) of Regulation (EC) No
66/2010 shall be given concerning ingoing substances identified as
substances of very high concern and included in the list provided for in Article
59(1) of Regulation (EC) No 1907/2006 , present in the product in
concentrations higher than 0.010 % (weight by weight).

Assessment and verification: reference to the list of substances identified
as substances of very high concern shall be made on the date of application.
The applicant shall provide the full formulation of the product to the
competent body. The applicant shall also provide a declaration of compliance
with criterion 3(c), together with related documentation, such as declarations
of compliance signed by the material suppliers and copies of relevant safety
data sheets for substances or mixtures.

No content-wise change.
Harmonisation of wording in all
criteria documents

10
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Fragrances — common approach (except of 1IDD)

In sub-criterion (a) Specified excluded ingoing substances and mixtures

- hydroxyisohexyl 3-cyclohexene carboxaldehyde (HICC), Atranol and
Chloroatranol shall be added to the list.

- Nitromusk or polycyclic musk are excluded

- Fragrance substances subject to the declaration requirement provided for in
Regulation (EC) No 648/2004 of the European Parliament and of the Council on
detergents (Annex VII) and which are not already excluded by criterion 2b and
(other) fragrance substances classified H317/R43 (May cause allergic skin
reaction) and/or H334/R42 (May cause allergy or asthma symptoms or
breathing difficulties if inhaled) shall not be present in quantities > 0.010 % (=
100 ppm) per substance.

In separate sub-criterion on (d) Fragrances:

Any ingoing substance or mixture added to the product as a fragrance shall be
manufactured and handled following the code of practice of the International
Fragrance Association (IFRA). The code can be found on the IFRA website:
http://www.ifraorg.org. The recommendations of the IFRA Standards concerning
prohibition, restricted use and specified purity criteria for materials shall be
followed by the manufacturer.

Excluded and
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Fragrances — common approach (except of 1IDD)

Assessment and verification: in section on fragrances required for labelling

The applicant shall provide a signed declaration of compliance, supported by a
declaration of the fragrance manufacturer, as appropriate, specifying the
content of each of the substances in the fragrances which provided in
Regulation (EC) No 648/2004 of the European Parliament and of the Council
on detergents (Annex VII) (listed in Annex III of the Regulation (EC) No
1223/2009).

Assessment and verification: in separate requirement on fragrances

The applicant shall provide a signed declaration of compliance, supported by a
declaration of the fragrance manufacturer, as appropriate.

11
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Biocides/Preservatives - common approach Keep/

Remove?

The product may contain preservatives provided that they are not bioaccumulating.
A preservative is not considered bioaccumulating if BCF < 100 or logPow < 3,0. If
both BCF and log K,, values are available, the highest measured BCF value shall be

used.

ROCs

Preservatives in the product shall not release or degrade to substances

that are classified in accordance with the requirements of criterion x(b)
Hazardous substances and mixtures.

It is prohibited to claim or suggest on the packaging or by any other
communication that the product has an antimicrobial action.

Assessment and verification: the applicant shall provide a signed declaration of
compliance, together with copies of the safety data sheets of any preservative
added, and information on its BCF and/or log K,,, values. The applicant shall
provide also artwork of the packaging.

Excluded and
limited substances

and mixtures

In IIDD

Colorants

Colorants in the product must not be bioaccumulating. A colorant is considered not
bioaccumulating if BCF < 100 or logPow < 3,0. If both BCF and log Kow values are
available, the highest measured BCF value shall be used. In the case of colouring
agents approved for use in food, it is not necessary to submit documentation of
bioaccumulation potential.

Assessment and verification: the applicant shall provide copies of the safety
data sheets of any colorant added together with information on its BCF and/or log
Kow Vvalue, or documentation to ensure that the colouring agent is approved for use
in food.

In IILD, and
IIDD

Enzymes

Enzymes must be in liquid form or dust-free granulate. Enzymes must be free from
micro-organism remnants from manufacture.

Assessment and verification: the applicant shall provide copies of the material
safety data sheets of any enzyme added, together with documentation to ensure
that the enzyme is free from micro-organism remnants.

12
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Consultation questions

1. Do you agree with the requirements for fragrances?

2. In the criterion on preservatives — Do you agree to remove the following
text:
The product may only include biocides in order to preserve the product,
and in the appropriate dosage for this purpose alone. This does not refer
to surfactants, which may also have biocidal properties.

3. Shall the criterion on colouring agents be applied horizontally?

4. Is the criterion on enzymes of relevance for other product groups?

Excluded and
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Phosphorus compounds?ommon approach

Restrictions on phosphorus content (whenever possible) :
a) Ban for Phosphates
b) Ban for Phosphonates that are not aerobically biodegradable

¢) Limit on the total amount of phosphorus. The limit on phosphorus content follows the approach
included in the detergent regulation but it has higher level of ambition.

Assessment and verification

a)The applicant shall provide a signed declaration of compliance supported by declarations from
manufacturers of mixtures, as appropriate, confirming that the listed substances and/or mixtures
have not been included in the product

b)The applicant should provide written statements on compliance, including:
a) Information on complexing agents in the product (detail information on the type of phosphonates added as ingredients)
b) Information for the biodegradability of the phosphonates. A spreadsheet for use in calculating aNBO values is available in
the EU Ecolabel website
For aNBO values reference should be done to the DID list. For phosphonates which are not included in the most updated
DID list, the relevant information form literature or other sources, or appropriate test results, showing that they are
aerobically biodegradable shall be provided as described in Appendix (to be added)

c)The applicant shall provide written statements on compliance including
a) Information on complexing agents in the product (detail information on the type of phosphorus content substances added as
ingredients)
b) Information on the recommended dose for different levels of soiling or water hardness (when applicable)
c) Calculation of the products total P-content

13
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Product type

Type of phosphorus content

Current limit

Proposed limit

Consumer Phosphates X X
laundry 5
detergent Phosphonates non biodegradable X
Total phosphorus content 0.03gP/kg laundry
Softeners TBD if they are included into the Consumer Laundry detergent EU Ecolabel scheme

Stain-removers

Not relevant

Industrial and Phosphates 5%

institutional :

laundry Phosphonates non biodegradable X

detergents Total phosphorus content 0.5 gP/kg laundry (light soiling)
1 gP/kg laundry (medium soiling)
1.5 gP/kg laundry (heavy soiling

Consumer Phosphates 4 X

dishwasher :

detergents Phosphonates non biodegradable X

Total phosphorus content 0.20gP/wash
Rinsing Phosphates X X
S%ents Phosphonates non biodegradable X

Total phosphorus content

0.03gP/wash

X means that it is banned

European
Commission

Excluded and

limited substances
and mixtures

Product type Type of phosphorus content Current limit Proposed limit
Industrial and Phosphates X
institutional -
AT Phosphonates non biodegradable X
detergents Total phosphorus content 0.15 gP/I water (soft) 0.15 gP/I water (soft)
0.30 gP/I water (medium) | 0.30 gP/I water (medium)
0.50 gP/I water (heavy) 0.50 gP/I water (heavy)
Pre-soaks Phosphates X
RPD Phosphonates non biodegradable X
Total phosphorus content 0.08 gP/I water (soft) 0.08 gP/I water (soft)
0.08 gP/I water (medium) | 0.08 gP/l water (medium)
0.08 gP/I water (heavy) 0.08 gP/I water (heavy)
Rinse aids Phosphates X
IIDD =
Phosphonates non biodegradable X
Total phosphorus content 0.02 gP/I water (soft) 0.02 gP/I water (soft)
0.02 gP/I water (medium) | 0.02 gP/l water (medium)
0.02 gP/I water (heavy) 0.02 gP/I water (heavy)
Multi comp Phosphates X
system -
1IDD Phosphonates non biodegradable X

Total phosphorus content

0.17 gP/I water (soft)
0.32 gP/I water (medium)
0.52 gP/I water (heavy)

0.17 gP/I water (soft)
0.32 gP/I water (medium)
0.52 gP/I water (heavy)

X means that it is banned

14
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Conppiason
Product type | Type of phosphorus content Current limit Proposed limit
All purpose Phosphates X
cleaners Phosphonates non biodegradable X
Total phosphorus content 0.02gP/I water (RTU APC)* Phosphorus free general APC
0.2%wt (undiluted APC) traces <0.05% wt dry basis
<0.5%wt for ;))r:)fessional APC
Window Phosphates X
cleaners Phosphonates non biodegradable X
Total phosphorus content zero zero
Sanitary Phosphates X
cleaners Phosphonates non biodegradable X
Total phosphorus content <1%wt <0.5%wt
Hand Phosphates
giest:\:;aes:ti:g Phosphonates non biodegradable Not relevant
Total phosphorus content
*The total quantity of elemental phosphorus in the product shall be calculated on the basis of hte
dosage of the product recommended by the manufacturer for preparing 1l of washing water for
cleaning of normally soiled surfaces (for undiluted products) or per 100g of product (for RTU products)
X means that it is banned
29
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