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“Article” under the REACH Regulation

An object, which during production is given a special shape, surface
or design, which determines its function to a greater degree than its
chemical composition

An “article” under the REACH regulation is defined as an object which, during production, is

given a special shape, surface or design, which determines its function to a greater degree
than its chemical composition

As a consequence, most consumer products, other than chemical substances on their own or
in a mixture (such as cleaning agents, cosmetics and paints), are called “articles” under REACH

» Detergents, cosmetics, paints are not articles,
they are mixtures

» Typical articles are toys, clothes, footwear, tires, electronic appliances, kitchen
utensils, newspaper, plastic packaging etc
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Article under REACH Not an article under REACH

(except the packaging)

LG N ETGEH ) ELEERE T ELAA E L ) e =1 S 8 Cleaning products; detergents, dishwashers

Electronic devices; smart phones, computers, tablets, I NN 1 (oL [11a £35S sETaaloJe [ SRS ET oS

televisions, radios, lamps, cables

(o V=g (o) [ BRE TS S TETA T E LT B R T [ e [ F Cosmetics; make-up, perfume, creams
equipment (blenders, ovens, etc.), electric

toothbrushes

Accessories; jewelry, hand bags, luggage, hair [ZLLELLEITLS

accessories

Medicine; cough syrup, pills, etc.
Toys and baby accessories; toys, stuffed animals, baby Eq[IE

bottles, nappies, pacifiers, car seats, pushchairs

Furniture; beds, shelves, sofas, tables, chairs Paint and lacquer

Textile; clothes, shoes, bed linen, mattresses, curtains, JicTACH LT 14
carpets
Sports equipment; rackets, balls, tents, skates, skis, {=5{{l: -]

snow/skate boards

Personal care products; plasters, band aids Biocides



It is important to know the chemical
content of your articles

« Whether you represent a large industry or a small enterpriSe,
chemical substances being present in the articles you produce
concern your business

It is important to know the chemical content of your articles in
order for you to pass on the necessary information to your
customers, who can then ensure the safe use and proper
disposal of the article

ﬁ Obligations according to Article 33 of
REACH in the European Union
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REACH Article 33

* REACH regulation Article 33 obliges suppliers to communicate

information about substances of very high concern (SVHC) that
may be present in their articles and gives consumers the right

to request that information

When requested for information, suppliers are obliged to tell
within 45 days if their product contains REACH’s Candidate List
chemicals in concentration of more than 0,1% of its weight

The supplier must also give consumers enough information to
be able to use the product safely. Information can be requested

before or after buying a product

Supplier of an article: means any producer or importer of an article,
distributor or other actor in the supply chain placing an article on
the market
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Substances of very high concern (SVHCs)

According to REACH regulation, the most hazardous chemicals —
SVHCs — are those that:

cause cancer (carcinogens)
change our DNA (mutagens)
damage fertility or the foetus (toxic to reproduction)

break down in the environment very slowly, can accumulate in

the body or may be toxic (persistent, bioaccumulative, toxic)

may have serious effect on human health or the environment
which give rise to an equivalent level of concern to the hazards
named above, for example endocrine disrupting properties

These chemicals are included in the Candidate List -

* * ¥ The Project Baltic pilot cases on reduction of emissions
** by substitution of hazardous chemicals and resource efficiency» L I F E / F I T F 0 r R E A C H
4 (LIFE Fit for REACH, Nr.LIFE14ENV/LV000174) is co-financed
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http://echa.europa.eu/candidate-list-table

European Chemicals Agency (ECHA)

ECHA works with the European Commission and EU Member States to
identify substances of very high concern to human health and the
environment and to determine which substances need regulatory risk
management at EU level

The ultimate goal is to replace these substances with safer alternatives
Substance Review: Community Rolling Action Plan (CoRAP)

EU Member Candidat
States SRSses Authorisation Sunset
JECHA - List

date

dossiers
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Where to find the Candidate list?

Candidate List - 205 substances (as of February 2020)
European Chemicals Agency website: http://echa.europa.eu/lv/candidate-list-table

50 er Page - SEho gl 50 of 205 = — F oUS Mext Last —
Date of Reason for inclusion
expand { collapse inclusion e
Perfluorobutane sulfonic acid (PFBS) and its salts - - 16/01/2020 Equivalent level of concern having ECHA_01_2020.pdf -.: C>
probable zerious effects to human
health (Article 57(f) - human
health)
Equivalent level of concern having
probable zerious effects to the
environment (Article 57(f) -
environment)
Diiscohexyl phthalate 276-090-2 71850-09-4 16/01/2020 Toxic for reproduction {Article 57c) ECHA_01_2020.pdf .: O
2-methyl-1-(4-methylthiophenyl)-2- 400-600-6 71868-10-5 16/01/2020 Toxic for reproduction {Article 57c) ECHA_01_2020.pdf -.: >
morpholinopropan-1-one
2-benzyl-2-dimethylamino-4'- 404-360-3 119313-12-1 16/01/2020 Toxic for reproduction {Article 57c) ECHA_01 .: >
morpholinobutyrophenone
Tris{4-nonylphenyl, branched and linear) phosphite - - 16/07/2019 Endocrine disrupting properties ED/71/2019 -.: £
{(TNPP) with = 0.1% w/w of 4-nonylphenol, {article 57(F) - environment)
branched and linear (4-NP)
+
Tris{nonylphanyl) phosphite EC No.: 247-739-6 | CAS
28523-78-4
tris{4-nonylphenyl, branched) phosphite =C No.: 701-
028-2 | CAS No.: -
Phenol, 4-nonyl-, phosphite (2:1) EC No.: 608-492-4 | CAS
3050-88-2
4-tert-butylphenol 202-679-0 98-54-4 16/07/2019 Endocrine disrupting properties ED/71/2019 - R0
(Article 57(f) - environment) EU/2019/1194
2-methoxyethyl acetate 203-772-9 110-45-6 16/07/2019 Toxic for reproduction {Article 57c) ED/71/2019 -.: ©
2,3,3, 3-tetrafluoro-2-{ heptafiluoropropoxy )propionic - - 15/07/2019 Equivalent level of concern having ED/71/2019 -.: O
acid, its salts and its acyl halides probable zerious effects to human
r indi 1al isom health (Article 57(f) - human
health)
i Eguivalent level of concern having

2,3,3, 3 tetrafluoro-2- -
probable serious effects to the

(heptafluoropropoxy)propionic acid EC No.: 236-236-8


http://echa.europa.eu/lv/candidate-list-table

European Chemicals Agency
(ECHA) database on chemicals ﬂECHA

e Data on chemicals (substances!) produced in Europe or
imported into Europe

Information on hazardous properties, classification and
labeling and safe use of chemicals

* The information comes directly from the manufacturers and
importers

Information on up to 120,000 chemicals:

v' Substance Infocard
v’ Brief Profile (general description and scientific data)

v' Registration Dossier
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ECHA database on chemicals

»,5earch for Chemicals” at front page - searches by name, CAS number, EC number

i.eu/home

An agency of the European Union

ECHA

EUROPEAN CHEMICALS AGENCY

LEGISLATION CONSULTATIONS

Search for Chemicals
e.g. Formaldehyde, or 200-001-8 or 50-00-0, or 605-001-00-5

I have read and I accept the legal notice

About Us

Contact Jobs

INFORMATION ON CHEMICALS

|

ADWANCED SEARCH

Is your company size declared

correctly?

31/01/2020

ECHA will soon verify the size of micro, small and medium-sized companies

({SMEs) that have registered substances between 2016 and 2019 under
REACH and benefitted from reduced fees. Check that you declared your

February Newsletter now

online
13/02/2020

Qur February issue includes articles on harmful
chemicals in baby nappies, action being taken to speed
up the biocides Review Programme, the upcoming
launch of the SCIP database prototype and much
more.

ECHA has assessed how to make tattoo REACH

e ey

enterprise’s size correctly and have uploaded the documents in REACH-IT.

Tweets

European Chemicals Agency -

ECHA @&EU_ECHA

Do you feel the chemistry = @7
Happy #ValentinesDay2020
pic.twitter.com/PWTzEXdBXwv

3 days

English (en)

SUPPORT

ECHA

has moved

ubstances &

A

Interact Portal

<

IUCLID &

e

R4BP 3

The withdrawal of

the UK from the EU

<

REACH-IT

C g

, h\‘
{dée

SPC Editor

J“b

ECHA Cloud
Services




Result of search: example formaldehyde

Here opens Substance Infocard Here opens Brief Profile

Formaldehyde 200-001-8

Formaldehyde, oligomeric reaction products with 1-chloro-2,3-epoxypropane and phenol 500-006-8 9003-36-5

IUPAC name: Formaldehyde

PARAFORMALDEHYDE 608-494-5 30525-89-4

name: formaldehyde

Urea, reaction products with formaldehyde and methanol 305-547-1 94645-52-0

UPAC name: formaldehyde
Formaldehyde , oligomeric reaction preducts with 4-tert-butylphenol and 4,4'-dihydroxy-2,2-diphenylpropane 921-392-8
Formaldehyde 2,4-Dinitrophenylhydrazone 628-494-9 1081-15-3

formaldehyde and formaldehyde releasers

The Project «Baltic pilot cases on reduction of emissions

by substitution of hazardous chemicals and resource efficiency» LI F E / F I T F D r R E A C H
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Example: Formaldehyde Infocard

Substance Infocard

Formaldehyde

Regulalory proceds names 20 Translabed names 33 IUPAC names 17 Trade names S0 Other identifiers 26

Substance identity
EC fLiSE no.: 200-001-8

Hazard classification & labellin

(ATPOS} approved by the European Union, this substance is toxic if
swalloweed, is toxic in contact with skin, causes severe skin burns apd
eye damage, is boxic if inhaled, may cause cancer, is suspected of
causing genetic defects and may cause an allergic skin reaction.

Additionally, the dassification provided by companies to ECHA in
REACH registrations identifies that this substance is fatal if inhaled
and causas serious eys damage.

About this substance
This substance is manufactured and/or imported in the European Economic Area in 1 000 000+ tonnes per yearn

This substance is used by consumers, in articles, by professional workers (widespread uses), in formulation or re-
packing, at industrial sites and in manufacturing.

Biocidal Uses

This substance is being reviewead for use as a biocide in the EEA andfor Switzerland, for: disinfection, wveterinary
hygiene, embalming or taxidermy.

Consumer Uses

This substancs is used in the following products: adhesives and sealants, coating products, fillers, putties, plasters,
muodelling clay, inks and toners, polymers, biocides (e.q. disinfactants, pest control preducts), fuels, polishes and
waxes, washing & cleaning products and cosmeetics and personal care producks. Other release to the environment of
this substance is likely to occur from: indoor use {e.g. machine wash liquids/detergents, auvtomotive care producks,
paints and coating or adhesives, fragrances and air fresheners), outdoor use, cutdoor use in long-life materials with

Key datasets

Brief Profile REACH registersd

substance factsheety

Biocidal active
substance factsheets

operties of concern

Carcinogenic

Suspecied to be Mutagenic

Skin sensitising

Important to know

= Substance included in the Community
Rolling Action Plan {CoRAP).

How to use it safely

= ECHA has no data from registration
dossiers on the precautionary measures
for using this substance.
Guidance on the safe use of the substance
provided by manufacturers and importers

af this substance.

about INFOCARD - Last updated: 17/02,/2020




Formaldehyde

Substance description Scientific properties @

Toxicological information

Example: Formaldehyde Brief Profile

Go to REACH registration dossier

This section provides toxicological information compiled from all automatically processable data from REACH registration dossiers that is available to ECHA at the time of generation:
quality and correctness of the information remains the responsibility of the data submitter. The Agency thus cannot guarantee the comrectness of the information displayed.

Derived No- or Minimal Effect Level (DN(M)EL)

M/C | Summaries

The derived no- or minimum effect level (DN(M)EL) is the level of exposure above which a human should not be exposed to a substance. Please note that when more than one summary is
provided, DM(M)EL values may refer to constituents of the substance and not to the substance as a whole. More detailed information is available in the dossiers.

Data for WORKERS

INHALATION Exposure

»

Long-term:

Acute fshort term:
Local Effects
Long-term:

Acute fshort term:

DERMAL Exposure

Systemic Effects

Long-term:

Acute fshort term:

Local Efi
Long-term:

Acute fshort term:

EYE Exposure

Threshold

(DNEL) 9 mg/m?

Mo hazard identified

(DNEL) 375 po/m?

(DNEL) 750 pg/m?

Threshold

(DNEL) 240 mg/kg bw/day

Mo hazard identified

(DNEL) 37 pg/em?

No hazard identified

Medium hazard (no threshold derived)

Most sensitive study

repeated dose toxicity

repeated dose toxicity

repeated dose toxicity

Most sensitive study

repeated dose toxicity

sensitisation (skin)

Data for the GENERAL POPULATION

INHALATION Exposure

S mic Effects

Long-term:

Acute /short term:
Local Effects
Long-term:

Acute /short term:

DERMAL Exposure

Systemic Effects

Long-term:
Acute /short term:

Local Effe

Long-term:

Acute /short term:

ORAL Exposure

Systemic Effects

Threshold

(DNEL) 3.2 mg/m?

No hazard identified

(DNEL) 100 pg/m*

No hazard identified

Threshold

(DNEL) 102 mg/kg bw/day

No hazard identified

(DNEL) 12 pg/cm?

No hazard identified

Threshold

Most sensitive study

repeated dose toxicity

repeated dose toxicity

Most sensitive study

repeated dose toxicity

sensitisation (skin)

Most sensitive study

Brief Profile - Last updateg,

I Toxicological information

020 & Print

Physical and chemical propert

Environmental fate and pathwa
Ecotoxicological information

- Derived No- or Minimal Effect Level
(DN(M)EL)

- Toxicokinetics, metabolism, and
distribution

- Acute toxicity
- Irritation [ corrosion
- Sensitisation
- Repeated dose toxicity
- Genetic toxicity
- Carcinogenicity
- Toxicity to reproduction
- Neurctoxicity
- Immunoctoxicity



Example: Formaldehyde registration dossier

Formaldehyde

EC number: 200-001-8 CAS number: 50-00-0

i

General information

Classification & Labelling &
PBT assessment

Manufacture, use & exposure
Physical & Chemical properties

Environmental fate & pathways

Ecotoxicological information

Toxicological information

Guidance on safe use

essment reports

Reference substances

General information

Identification Compositions

Identification

Type of substance

Composition:

Origin:

Total tonnage band

Total range:

REACH

Registered as:

Submitted:

Publication dates

REACH registration number is here

egistration data dministrative data Contact Persons responsible for the SDS

Display Name: Formaldehyde
EC Number: 200-001-8

EC Name: Formaldehyde
CAS Number: 50-00-0
Molecular formula: CH20

IUPAC Name: formaldehyde

mono-constituent substance

organic

1 000 000+ tonnes per annum

FULL

Joint Submission



List of common SVHC used in textile industry

Solvents: to dissolve substances or materials, such as pigments, in a solution, the
dye

» trichloroethylene

Water and soil repellents: to impregnate the fabric

» perfluorinated compounds — PFOA, PFOS

Surfactants: may act as softeners and antistatic agents

» trichloroethylene

Dyes/pigments: to give the fiber the desired colour

» azo dyes, dyes may also contain heavy metals such as lead or cadmium

Plasticisers and phthalates: for textile applications, such as screen printing and
coating of fabrics, PVC first needs to be softened

» different phthalates (DEHP, DBP)

Flame retardants: to make a product less flammable; depending on national
regulations, flame retardants may be required in a product. Examples of such
products are protective clothing, curtains and fabrics used in furniture

* * x The Project «Baltic pilot cases on reduction of emissions
‘; by substitution of hazardous chemicals and resource efficiency» LI F E / F I T F D r R E A C H
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List of common SVHC used in metal industry

Metal coatings
Corrosion inhibitors

Some metals are listed as SVHC themselves — these
include heavy metals, such as lead, cadmium, arsenic
and cobalt compounds

Cadmium - component for soldering products

ek o The Project «Baltic pilot cases on reduction of emissions
7 ‘; by substitution of hazardous chemicals and resource efficiency» LI FE / FIT FD r R EA C H
i (LIEE Fit for REACH, Nr.LIFE14ENV/LV000174)is co-financed
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List of common SVHC used in rubber industry

Rubber is divided into two major groups — natural rubber (e.g. latex) and
synthetic rubber (e.g. styrene-butadiene, isoprene, isobutylene).
Synthetic rubber may contain SVHCs.

Plasticizers
» Phthalates: DEPH - additive in polymer compounds; Diisobutyl
phthalate - use in coatings

Stabilizers or pigments in rubber
» Lead sulfochromate yellow, Lead chromate molybdate sulphate red

Short-chain chlorinated paraffins can also be present in rubber

ek o The Project «Baltic pilot cases on reduction of emissions
‘; by substitution of hazardous chemicals and resource efficiency» L I F E / F I T F G r R E A C H
g (LIFE Fit for REACH, Nr.LIFE14ENV/LV000174) is co-financed
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List of common SVHC used in plastic industry

Plasticisers in PVC

» Phthalates: di-2-ethylhexyl phthalate (DEHP), dibutyl phthalate (DBP) — they
are often used as and may be present in very high concentrations up to
about 50% w/w

» Formamide - Products made of EVA (ethylene vinyl acetate) plastic: puzzle
mats, gymnastics mats, beach slippers

Stabilizers are also common in PVC material to enhance the plastics’ resistance
to light and heat. They are used to inhibit or delay the degradation of the plastic

Flame retardants
Brominated flame retardants (deca-BDE)

Some SVHCs are restricted and can only be used in polymers
destined for specific usage in industries such as the automotive,

aircraft, military or pharmaceuticals industries
j '* Eyl PbsjttttBltfhp't:asesr?gnrfglt d:e:::fs‘o:fsncency» LI FE/ FIT FDr REACH

ce
: (LIFE Fitf REACH, N r.LIFEL4ENV/LV000174)is co-financed
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