Principles in Chemical
legislation

what the graduate should know



A regulations and responsibilities

A basic obligations of producers, importers,
distributers and downstream users

A sources of information
V Safety data sheet
V European Chemical Agency (ECHA)
https:// echa.europa.eu



https://echa.europa.eu/
https://echa.europa.eu/
https://echa.europa.eu/

EU and SK Regulations

Initially (from 1967):

EU Directives (still valid until 31.5.2017):
Dangerous Substances Directive and

Dangerous Preparations Directive

were 2001 implemented to the national legislation:
SK Law N0.163/2001 ammended in 2010 to the

Law No. 67/2010 on chemical substances and mixtures
(references on EU Regulations)

Today (from 2006):
REACH Regqulation (production/import)

CLP Regulation (classification, labeling and packaging and
placing on the market)




CLP

Regulation No. 1272/2008 of the EP and of the Council

on classification, labelling and packaging of substances and mixtures,
amending and repealing Directives 67/548/EEC and 1999/45/EC, and amending
Regulation (EC) No 1907/2006

Annexes:

Annex I. classification and labeling criteria

Annex Il: special rules for labelling and packaging of certain substances and mixtures
Annex lll, IV, V: label elements

Annex VI: harmonized classification

Annex VII: translation table

Ammendements:

Commission Regulation No.
Commission Regulation No.
Commission Regulation No.
Commission Regulation No..
Commission Regulation No..
Commission Regulation No.
Commission Regulation No..
Commission Regulation No..
Commission Regulation No.
Commission Regulation No.
Commission Regulation No.

790/2009

286/2011

618/2012

487/2013

758/2013

944/2013

605/2014

1297/2014

2015/1221

2016/918 (valid from 1.2.2018 )
2016/1179 (valid from 1.3.2018)

Last consolidated version published by ECHA on 1.1.2017 on :
https://echa.europa.eu/requlations/clp/legislation



https://echa.europa.eu/regulations/clp/legislation

REACH

Regulation No. 1906/2006 of the EP 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 repealing Council Regulation (EEC) No 793/93 and Commission
Regulation (EC) No 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

Large number of ammendements
ammendements to the:

Annex IV and V (exemtions from registration)
Annex XIV (authorisation list T initially empty)
Annex XVII (restriction list)

consolidated version published by ECHA :
https://echa.europa.eu/regulations/reach/legislation



https://echa.europa.eu/regulations/reach/legislation
https://echa.europa.eu/regulations/reach/legislation
https://echa.europa.eu/regulations/reach/legislation

Inventories

Outcome of inventarisation of substances in EU (1981)

European INventory of Existing Chemical Substances - substances on EU market, existing/old
substances (phase in)

EC: 2xX-xxx-X and 3XX-XXX-X

European List of Notified Chemical Substances i notified/new substances (non-phase in)
EC: 4XX-XXX-X

NLP T no longer polymers(phase in)

NLP: 5XX-XXX-X

List numbers - EC numbers automatically assigned by ECHA to the substances without EC
number

EC: BXX-XXX-X, TXX-XXX-X, 9OXX-XXX-X
SK EINECS on http://www.mhsr.sk/10615-menu/142497s
CAS 1 Chemical abstract service number

C&L inventory - binding classification
V Inventory of substances with harmonized classification (AnnexVI of reg. No.1272/2008)

V Inventory of substances with notified classification(CLP notificaiotn according to Articles 39
and 40 of reg. N0.1272/2008


http://www.mhsr.sk/10615-menu/142497s
http://www.mhsr.sk/10615-menu/142497s
http://www.mhsr.sk/10615-menu/142497s
http://www.mhsr.sk/10615-menu/142497s

Definitions

Substance: means a chemical element and its compounds in the natural state or
obtained by any manufacturing process, including any additive necessary to preserve
its stability and any impurity deriving from the process used, but excluding any solvent
which may be separated without affecting the stability of the substance or changing
its composition(> 80% of main compnent)

Manufacturer: means any natural or legal person established within the Community
who manufactures a substance within the Community

Import: means the physical introduction into the customs territory of the Community

Importer: means any natural or legal person established within the Community who
IS responsible for import

Downstream user: means any natural or legal person established within the
Community, other than the manufacturer or the importer, who uses a substance,
either on its own or in a preparation, in the course of his industrial or professional
activities.

Article: means an object which during production is given a special shape, surface or
design which determines its function to a greater degree than does its chemical
composition



Transition periodes

2006

1.June 2008

pre-registration

1. June 2014

REACEH

| |

CLP

2008 |

CLPsubstances ’

] 1. Dec. 2012

1. June 2013
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Main principes of REACH
No data, no market
Duties of manufacturers and importers of chemicals

Registration of chemical substances:

> 1t/year

phase in substances 5

pre-registration - benefit from Aransition periodes (until 31.5.2017)
exemptions from registration possible

Joint submission T Substance linformation Exchange Forum

<K< <L

Authorisation of chemical substances:
V Candidate lis — list of Susbstances of Very High Concern
V Authorisation list (sunset date, review period)

Duties of manufacturers and importers and Downstream users
V Information in supply chain (Safety Data Sheet and Exposition Scenario)
V Communication in supply chain (up and down)




Prepare your
registration as a
IUCLID dossier

Get organised
with your
co-registrants

Find your
co-registrants

Know your
portctfolio




Main principles of CLP

1. classification and labelling requirements for hazardous substances and mixtures
2. label elements:
hazard pictograms

SODOEODPO

signal words: Warning/Danger
Hazard statements: 2 physical hazard
3 human hazard
4 environmental hazard
Precautionary statements: 1 general
2 prevention
3 Response
4 storage
5 disposal
3. Harmonized classification (Annex VI)
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Sources of Information



Safety data sheet:

Information from manufacturer/importer down the supply chain
(16 sections containing important data on):

identified use of substance (section 1)
registration of substance (section 1)
classificaiotn and labeling of product (substance or mixture) (section 2)
hazardous components of substance or mixture (section 3)
workers exposure (section 8)
physical - chemical properties (section 9)
toxikological properties (section 11)
ekotoxikological k y cpmoperties (section 12)
other recommendations for safe use (section 4,5,6,7,8,10)
A SVHC substances/substances for authorisation (section 15)
A restrictions on the manufacture, placing on the market and use (section 15)



REACH: TITLE Xil: INFORMATION

Article 119: Electronic public access

1. The following information held by the Agency on substances whether on their
own, in preparations or in articles, shall be made publicly available, free of
charge, over the

internet :
(a) the name in the IUPAC Nomenclature, for dangerous substances ..
(b) if applicable, the name of the substance as given in EINECS;

A information from registration dossiers

A information on CLP
A other information (biocides, PIC procedure)
A scientifical information

https://echa.europa.eu



https://echa.europa.eu/

ECHA home page

€ 3+ © W |8 schasropeuhone v

- Ain agancy of the European Unian News and Ewents  Fress  Contact |English (en) |v|

MECHA

EUROFEAR CHEMICALS ADEHCY

Absout s Requlations Addressing Chemicals Information on Chemicals in our Life Suppnrt
of Concern Chemicals
ECHA * Homepage EHD LAl
23/D3/20LT - Fress release Certain substance @bles wil be
' Data on 1% 000 chemicals now available to use unatailable dus ta mantanancs fram
‘Wednesdey 5 dprl 18:00 to Friday 7

Key information on around 15 800 chemical= can now be April 09:00 (Helsinki trne).
downloaded and used, Researchars, regulatory authorities and
businesses can use It - not least to improve the safe use of
chamicals, enable innovation and help avoid the unnecessary ECHA apologises far any inconveniancs cavsad.
testing of chemicals on animals,

Mors irformation =

News for Chemicals Advvancad esarch

O1/04/2017 - News ibem
Forum elects new chairs and starts to work with BPR subgroup

The Forum has dected its new chalrs and the Fooum's BPR. subgroup meg for the first time to decide o 3
project on tha contrel of dassification and labelling of biocidal products,

| 1 have read and [ acospt the lagal notice

28/03/2017 - News alert R
Registrants should get ready to comment on 2016 substance cvaluation draft decisions

ECHA wil soon sand information reguests on 27 substances to registrants for commeants, These
substances were evaluabed by the Member States in 2016, ABCHA

) Stakeholders' Day

2/03/3017 - Haws alert
Mamber States to evaluate 22 substances in 2017

ECHA has adogted the updated Community relling action plan (CoRAR) which starts the evaluation for the REACTLIT
12 substances isted for 2017. Registrants of the listed substances are encouraged to coordinate their ‘ ) CIT-
artions and contact the avaluating Member Stakes,
@ o CDs
L]

/0017 - Hews alert

Sne (& - CHEAR
The Committes for Risk Assessment (RAC) and the Committee for Soco-Economic analysis (SEAC) agreed
an a rastrictian propasal on four phthalatas {DEHP, DEP, DIEF and EBF) in articles and on TDFA in sprays & 3y RABP3
used by the gensral pube, The committess also agreed an 19 draft apinions and adepred thres final
opinlons an applicatians for autherisatian. .

{{ y SPC Editor

15032017 - Newa ttem LR SFIC
https:facha.suroga.eu/-jrestriction-groposal-on-four-phthalates-and-sevaral-authorisation-applications-agreed-by-rac-and-saac lJ”IM dassification and labelling e :




Search for chemicals
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Infocard

4+ & 0 M| g ehoruopaew/substance-imformation//substanceinfo /1 50000.002

Substance information

Infecards are automatically generated based on industry data, What is an infocard?

Formaldehyde

\Othar namaa: Regulatory process names [2] Trade namag [53] IUPAC namaa (5]

Substance identity Hazard classification & labelling i

EC [ Listio.: 200-001-8
CAS no.: 50-00-6, 500-00-

Dangar! Acoarding to the harmenised classification and labelling
Mal. formula: CH20 (ATPDG) approved by the European Wnion, this substance s tewic if
swallewed, ie toxic in opntact with ckin, cauges severe skin bums and eye

damage, is toxic If inhalad, may cause cancer, is suspected of causing
genetic defects and may cause an allergic skin reaction.

0 — CH Additionally, the classification provided by comganies to ECHA In
2 REACH registrations identifies that this substance i fatd if inhaled,
€auses damage to organs, causes serlcus ere damage and Is suspected of
Causing cancer.

Aot this siibstance bl

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

This substamee s used in the following products: adhedves and sealants, polymers, laboratery chemicals
and coating preducks, This substance has an industrial use resulting in manufacture of anather substance
{use of inbermediates),

This substance is used in the fallowing areas: fermulation of mistures andfor ré-padkaging and Bulding &
cienstructon work, This substance is used for the manufacture of: chemcals, plastic products, bextle,
lesather or fur, pulp, paper and paper products, mineral products (e.q, plasters, cement) and rubber
products,

Riedease to the environment of this substance is Bkely to eceur from industrial use: Torm ulation of
rstieres, formulabon in materials, in the producton of articles and as processing aid, Other releass to
thie enviranment of this substance is likely to ocour from: Indoor use (2.0, machine wash
gl deter g, autornotive care products, paints and ceating o adheshves, fragrances and alr
frashenars),

This substames can be feund i complex articles, with ne release intended: machingry, mechanical
appliances, electricaljelectronic products not covered by Waste Elactrical and Electronic Eguipment
{WEEE ) directive (e.9. large-scale stationary industrial tools), This substance can be found in products
with matesial based en: plastic (e.q. food packaging and sterage, teys, mobile phones) and woed (e.0.
floors, fumiture, teys).

Fegulations and regulatory ackivities

RSS

«f M
Properties of Concern

c s

Important to Know

Substance induded in the Community
Rolling Actien Fan (CoRAP).

How to use it safoly )]

ECHA has no data from registration
dassiers on the precautionary
measurss for usng this substance,

Guidanca on the safa use of tha
substance pravided by manufacurers
anil impeters of this substance,

200k TNFDICARD - Lest updsted) 24032007




Regulatory activities

. mNha@uiCpaou i Tene ralxy
with materly bosed on: wtone, flaster, comaent, glass o caramic (0.9 dehes, pots/pans, food worage
conisiners, comabruction and nolator material), fabrics, tectiies and sppotel (0 0. chthing, mattren,
Curtaong of Carzets, testibe tovs), ruler (0.0, tyres, shoes, Toys), metal (€.0. culery, DoLs, tovs,
Joweliacy |, wather (w9 gows, shom, purses, fumBuce), papet (0.0 tssues, faminine hygieoe products,
naceoRs, hocks, Magasivoa, waligaper ) and woad (8.0, foors, fumture, Tovs)
sl INFOCARD « Lot (wslatedd I 803 203

Regulations and regulatory activities

This sulstance has been found in the IBoWING reguiatony activities:

BPR m

} Regimtey of withdrawn Marmonised Oassfcation and Labielbng intentions

} Bockdel Authorioed groducty

and submisvoris

ESR REACH

» BC Inventory ? Agreernents of the MELC on Identificution of Substances of Very Migh
Conca

) Ldertification of Substances of Very Mgh Concern - previaus conmiltation

) Pre-Ragials ation proiess

} Racommendation for inclusion in tha authonsaban kst . previous
consuit ation

ubimiTTed SUMC ntentions

¥ sulbnzances In Artides

- Wmﬂm
Bordc onide
Dibcron triowide

Ditcvon tioxide

v Trade mames
ANMYDAOU'S BORIC ACTD

beric onlde



Brief profile

Formaldehyde

Substance description Scientific properties (7]

Physical and chemical properties

This section provid Svalencamical | 1

Brief Profile - Last updated: 24/03/2017 & Print

Haciias Alog ik

pled from all

ble dats from REACH

© || Physical and chemical properties

g stration d 1hat (s available 1o ECHA at the lime of generstion.

The quality md conectn:ss of the information temoma thc responsibilty of the data aubrnmcr The Apgency thus cannot guarantes the correctness of the information displayed.

Appearance/physical state / colour Qe
Study results 17 studies cubrmitied Type of Study provided Summaries
ootcsed
< Physical state at 20°C and 1013 hPa Studieswithdata 4 3 i m  Datawaiving A No dats avaitable
Gaseous (71%), Liauid [29%) [17] Kay atudy no waners
24 Supporting study
¢ Form
Weight of evidence 1 16
Other (100%) [1]
Cther
©  Odour
Pungent (§7%), Other (33%) [15]
©  Subslance type
Organic (100%) [9]
Meltina/freezing point [ > B )
Study results 1 Type of Study provided Swummaties
16 studies prodssaed
% Melting / freezing point Studieswithdata 4 &) & & Data walving A No data svallable
-118.3--9°C @ 101.3-101.325kPz [18] Kay study 1 no waners
Supparting study 2
Weight of evidence 15
Cther

Boiling point

- Appearance/physical state / colous
- Melting/freezing poin1

- Boiling poim

- Denaity

- Vapour pressure

- Parttion coefficient

- Water zolubility

- Solutulity s orgamc sol vents / fat
Solubifry

- Surface tension

- Flaan point

- Auto flammadiliy

- Flsmmaaliity

- Explosiveress

- Oadising

« Diclation redy tan potlemt i 8
-pH

- Diszociston constant

- Vigcosity

Environmental fate and pathways
Ecotoxicologlical information
Toxicological information

# Back to top



CLP 1T harmonised classification

., Harmonised classification - Annex VI of Regulation (EC) No 1272/2008 (CLP Regulation)

General Information

Index Number EC Number CAS Number

649-224-00-6 2609-822-7 68334-30-5

ATP Insertad / Updated: CLPOO &
CLP Classification (Table 3.1)

Classification

Hazard Class and Category | Hazard Statement
Code(s) Code(s)

Carc, 2 H351

Signal Words

Warning

International Chemical Identification

Fuels, dieseal

Gasoil - unspecified

[A complex combination of hydrocarbons produced by the distillation of crude oil. It consists of hydrocarbons having
carbon numbers predominantly in the range of C9 through C20 and boiling in the range of approximately 163 oC to 357
oC (325 ofF to 675 oF).]

Labelling Specific Concentration limits, M- Notes
) ) Factors
Hazard Statement ~ Supplementary Hazard Statement | Pictograms, Signal Word
Code(s] Code(s) Code(s)
HI51 GH508 Maote N
Wng
Pictograms

Health hazard



CLP — notified
classification

B | echa.europa.eu/information-on-chemicals/d-imeenmbory-databases-jdisdisdetails, 3276
€ lassification Laballing Classification affacted by Additional Nofified ~ Numberof  Joint
Mazswd Classand  Hazard Stsbement  Hazard Stabsment  Gupplementary Hazard Bctagrams, Gignal o c:'_mf" Tnfts, potes lmpurities ‘; Additives 1"'“:1:“0' "“':"“5 “::E
Category Codeis) Codafs) Codels] Statement Codels) Word Coders

Flam. Lq. 3 Hidg H228

s, To 1 HIMd HI04

Skin Irrit. 2 H315 HI15 GHS02

ARILE Ta, 4 Ha3z Hizz ;:EEE HNote M Sktata)'Form 231 w |I.‘:t:\:li.

carc, 2 H251 H151 GHSO0T o
[

STOTRE 2 I:J'e'rl‘_(;h"""""" W7

Aquatic Chronic 2 Hil11 Ha11

Skin Irrlt, 2 Hil5 Hi15

Arubs Tow. 4 H132 HI32 A

Care, 2 s H351 = Nota seate Foem 230 v

STOTRE 2 ﬁ:.e:J I[T]""’m“s' W73 wing

Aquatic Chronic 2 H411 Hd11

care. 2 H351 HIs1 \_?.::;E Nata N Stata)Form 230 v It::l

I —————

Skin Irmic. 2 Ha15 HI15

Anuta Tox. 4 Hi32 Hi3z GHEDE

Care, 2 H351 K351 Giso7 LLL) =l HEL Y | e

STOTRE 2 IT:;.J..[TWM Hi73 o

Aquatic Chronkc 2 Hdl1 K411

Flam, Lig, 3 H126 H215

Skin Irrit. 2 H115 HI15

Aruba T, 4 Hi32 HI3z g:gg: _

care, 2 H151 H151 g:gg‘? fata St/ Fom 1 V| fetails

STOTRE 2 o, S 73 i

Aquatic Chronic 2 Hill H411

Flam, Lig, 3 H22G H225

As, Tow. 1 H14 H104

Skin Irrit, 2 H31S H315 GHEDZ

Aruts Tox, 4 H332 Hiaz g:gg: _— 255 i

Car. 2 Hz351 LEED! GHSOT ietails
Dagr




ECHA support. https://echa.europa.eu/sk/support/guidance

@ | =chaeuropaeu/support

| About Us Regulations

Addressing Chemicals Information on Chemicals in our Life Support -
of Concern Chemicals

ECHA > Suppart BEBEEE -

Suppor{-

This section of the website provides tools and practical guidance to com panies which have responsibilities under the EU chemicals legislation.

3 Getting started with EU
chemicals legislation

REACH

» Registration

» Manuae » Substance idenrification

¥ Tdentifv vou

» Festriction

» Authorisation 3 Publications

¥ Socio-economic analysis an
» Testing methods EEACH

Dovrnstream user report » Small and Medium Enterprises @

How to unprove your dosswer

CLP Biocidal Products Regulation » QzAs Support
» Welunars

¥ Guadance documents ¥ Cuidance documents
N . . Croatian accession
¥ Submission of CLH dossiers ¥ Emission scenario documents = .
» Small and Mediwn Enterprises * R4BP 3
e . - . . 1 -5

¥ MMixture classificarion » Small and Medium Enterprises Daossier Submission Tools
P REACH-IT \
¥ ILNCLID

» CHESAIR
» R4BF 3

» SPC Editor tool

» ePIC j



https://echa.europa.eu/sk/support/guidance
https://echa.europa.eu/sk/support/guidance

Than you for your attention



