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Who Is responsible for which obligation? How
long do ingredient manufacturers, product
formulators, distributors and end users have to
comply with their obligations? What are the
threats to continuity of supply from the final
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REACH

A REACIHS the regulation for théegistration,Evaluation,
Authorisation andRestriction ofChemicals(EC) No
1907/2006.

A Itis themain EU lavon chemicalscovering in principle all
substances on their own or in mixturesin articles for
Industrial, professional or consumer use.

A Therefore REACH hamimpact on most industrial sectors
and applies to most companiasthe EU

A SMEshave the same responsibilities large companies and
cannotbe exemptfrom any of the requirements for chemical
safety.



Key elements of REACH

é Y( A Substances manufactured and imported into N
Reaistrati EEA are registered with ECHA
2gflzaueln A Information for safe use is communicated
\ JU in the supply chain )
( Y4 b
_ A Examination of registrant testing proposals
Evaluation A Compliance check of registration dossiers
L ) A Evaluation of substances i
( ) o 2
Regulatory A Authorisation
Risk A Restriction
Management A Harmonised classification
J\L ,

ation timetable: 2010 >=1000tes, 2013 >=100tes, 2018 >
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Which chemicals trigger REACH
obligations?

A Substancemanufactured or imported at
>1tes/annum(per legal entity)

A Hazardousubstances CLP obligations,
exposure assessments (RMMs and OC)

A Substances of concegauthorisation and
restriction



Exemptions from REACH?

Nocompany is exempt from the requirements for
chemical safety, but you could have exemptions from
REACH and CLP when other legislation applies.



Total exemptions examples

A Radioactivesubstances
A Substances itemporary storagaindercustomssupervision

A Substancesised in theinterest of defenceand covered by national
exemptions

A Nonisolatedintermediatesc these are substances that appear
between two successive chemical reactions and that are not
removed from the system, except for sampling

A Waste as defined in the EU's waste legislation, is exempt from
REACH, butp@roduct recovered from waste is not
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Partial exemptionsg examples

A Theregistration and authorisationrequirements do notapplyto:
I Scientificresearch andlevelopment
I Food andeedstuffs(ie ingredients)
I Medicinalproducts
A Registration is not requiredor substances:
I Listed inAnnex I\V(considered minimal riskgwater, nitrogen)

I Occurringn nature(e.g. mineralspres thatare not chemically
modified). Refer toAnnex \of REACH

I Already registered, theaxported from and remportedinto the EEA,
by an actor in the supply chain
I Already registered and recovered through a waste recovery process

I Active substancegsed in plant protection andiocidal productare
considered as already having been registered



Who Is responsible for which
obligation?

A Manufacturers/importers

A Downstream UsersFormulators
A Downstream Users End users
A Distributors



roles of industry in REACH (& CLP)
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Downstream user : Distributor
uses chemicals, stores or
e.g.: formulates, distributes
. g, transfers or chemicals o o @ o

: uses mixtures,

. produces articles
() VAN 4

pany may have multiple roles i the role depend
ctivity being undertaken with a given substance
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Manufacturers/importers

Registration timetable: 2010 >=1000tes, 2013 >=100tes, 2018 >=1tes

A If youare manufacturing or importing a phase substance in quantities
reaching 1 tonne or more per year and your substanceislassifiedas a
CMRand youhavepre-registeredyour substance, then yoaan benefit from
the transitional arrangementand will have to register your substance before
the 15t June 2018

A A'registration dossieris the set of information submitted electronically by a
registrant for a particular substance. It consists of two main components:

I atechnical dossieralways required for all substances subject to the
registration obligations,

I achemical safety reportrequired if the registrant manufactures or
Imports a substance in quantities of 10 tonnes or more per.year



Downstream users

ers of chemicals are termed downstream users under

EACH (and CLP). They are companies or individuals
within the European Union / European Economic Area
A who use a substance , either on its own or in a mixture

A in industrial  or professional  activities

hey can be formulators and end users , including
roducers of articles

L Ox

End users industry End users pr
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REACH responsiblilities

Downstreanmusers have a key role to play in
advancing the safe use of chemicals by
Implementing safe use at their own sitand
communicatingrelevantinformation both to
their suppliersand theircustomers



Obligations for downstream users on information
In the supply chain

A Implement appropriate risk
management measures as provided
by their supplier

A Check exposure scenarios to
ensure the use is covered and take
appropriate action

A I nform their suppliers on new
information on hazards they may
have and inappropriate risk
management measures




Formulator Responsibilities

In addition, forformulators only:.

A to provide their customers with appropriate
Information on hazards and conditions of safe
usefor their mixture.



End users

A Use substances or mixtures but do not supply them
further downstream

A NOT a manufacturer, importer, distributor or
consumer.

A Workshops, craftsmen and service providers have in
principle the same obligations as other end users.

A Examples: users of chemicals reagents, coatings and
Inks, construction chemicals, metal working fluids,

cleaning agents and adhesives .
)

. eare downstream
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A Apply appropriate risk management measurgs/(vi9 and
operational conditions@Q proposed in (extended) safety
data sheets or other information received from your supplier
to adequately control the risks identified

A Communicateto your suppliers any information that might
call into question the appropriateness of the RMM and OC
recommended.

A Check compliancwith exposure scenarios (ESs) attached to
SDS received from your supplier.

A Under REACH ydwave a right tanform the supplierabout
your use of the substance, in case it is not identified in SDS
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A Decide on which actions to takeyou use the substance or
mixture outside the exposure scenario communicated by your
supplier(you may decide to make your own Chemical Safety Report
(CSR) and to report to ECHA).

A If the substance on its own, in a mixture or in an artioferequires
authorisation before use, it should be stated in the SDS or in other
communication from your supplier. If an authorisation has been
granted, ensure that it covers your use(s), check if you comply with
the authorisation conditions and report to ECHA the use of the
substance under the authorisation of an actor up the supply chain.

A Communicate to your supplieany new or additional information
on the hazards of substances when new information becomes
available to you



Harmonised
classification
and labelling

Authorisation
List

Restriction

Candidate List

gations for downstream users related
chemicals of concern

A Use harmonised classification

substances when it is available

Check that chemicals are used in line with
any restrictions or authorisations that

may apply

If a substance of very high concern

(SVHC) is incorporated in articles above
0.1% w/w, downstream users may need
to notify ECHA  or inform customers
regarding safe use
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Fa
' Sodium perborate

| Other names: Requlatory process names [4] IUPAC names [3] |Groups: '_!_|

Substance identity (21 Hazard classification & labelling (7 Important to know

EC [ List no.: 239-172-9 Substance of very high roncarn (SWYHC)
@ and included in the candidate st for

CAS no.: 15120-21-5 N

----------------------------- authorisation.

Mol. formula: - Danger! According to the classification provided by companies to ECHA in

r 1 CLP notifications this substance may damage fertility or the unbomn

child, is toxic if inhaled, causes serious eye damage, may intensify fire
(oxidiser), is harmful if swallowed and may cause respiratory irmitation.

This substance has several Harmonised Classifications and Labelling's
(CLH) approved by the European Union. To know more about the CLH
please visit the CBL Inventory.

about INFOCARD - Last updated: 14/01/2016




Authorisation

The authorisatiorprocedure aims to assure that
the risks from Substances of Very High Concern
are properly controlled and that these
substances are progressively replaced by
suitable alternatives while ensuring the good
functioning of the EU Iinternal market.



Sodium Perborate

A The identification of a substance as Substance of Very High
Concern and itgclusion in the Candidate List is the first step
of the authorisation procedure.

A If, after a 2 step regulatory process, a substance is included ot
the AuthorisationList andoecomessubject toauthorisation,
It cannot be placed on the market or used after a given gate
unless an authorisation is granted fts specific use, or the
use Is exempteffom authorisation

A Public consultatiomn draft recommendation for inclusion of
sodium perborateon Authorisation List isow over(Feb
2016).
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A If you decide you need to continue using the substance or placing it on the
market after the sunset datg/,ou or another company in your supply
chain will need to apply for authorisatiday the latest application date
specified in the Authorisation list.

A Manufacturers, importers or downstream users can apply for
authorisationbut there are differences in supply chain coverage
depending on who appliesA granted authorisation covers the entire
downstream supply chain of the applicant for the specific. Usalso
covers the applicants immediate supplier (but only one step up the supply
chain) as long as this supplier is not using the substance itself.

A Supply chain communication is importaotfind out what others are
planning to do and to potentially develop a plan together.



IS NOT a downstream user under
REACH/CLP?

Distributors (including retailers) who store and
place chemicals on the market for third parties.
REACH and CLP obligations are limited to
forwarding information in the supply chain.

\_
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Consumers  do not have any obligations
under REACH and CLP.

\_

eare NOT down



Distributors

Distributors sometimes do more than store and
place a substance onthe  market, and these
additional activities may give rise to obligations

kunder REACH and CLP

é X
If distributors  use chemicals, for example if they
blend or re -fill the substances or mixtures

€ they are also downstrjle
J

\_

-

If distributors import hazardous chemicals from
outside the EU
€ they are also I mpor

-




Distributors

A Storeand place a substance on the market, on its own or in a
mixture, without undertaking any other activity with

A If you carry out any activity defined as "use", such aflliag
Into other containers, you are@d@wnstream user If you
purchase outside th&U,you are an importer. If you
manufacture the substance, you are a manufacturer

A Retailers, rebranders (who only rédrand and do not réill)
and storage providers have the same obligations as
distributors.
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As a distributor, It Is yourbligation to pass on
Informationfrom one actor in the supply chain
to another. You have a key position regarding
the information flow within the supply chain.
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Special

Type of information to be passed on

Information related to thedentification of uses(from manufacturers/
Importers to downstreanusersor from downstream users tsuppliers)

Specific requestfor information from a downstream user who wants to
make adownstream user chemical safety repotd the next actor up the
supply chain;

Safety data shee(SDS)(with or without exposure scenario) and
recommended appropriate risk management measures (RMMS).

When the SDS is not requiradformation on authorisation/restrictions
of a substanceif available, and any necessary information to identify and
apply RMMs;

Information aboutsubstances of very high concern (SVHC) in articles

Anynew Iinformation on hazardous propertieand information calling
Into question theappropriateness of the RMMs



ommunication in the Supply Chain

Registrants
egistration dossier Chemical Safety Report Safety Data Sheet Exposure Scenarios

Exposure Scenarios

t

Information on uses

4

Safety advice

Customers (Downstream users)



The safety data sheet (SDS)

SDS are the main communication tool between suppliers and
users of substances and mixtures

REACH defines

A When an SDS must be provided

A Whattodo when you receive an SDS

A What an SDS should  contain

A What is the format of an SDS

A When exposure scenarios should be annexed



