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REACH covers:

“ Registration
“ Evaluation
“ Authorisation

& restrictions
of
“ CHemicals

1. AIM & SCOPE

2. REGISTRATION OF SUBSTANCES

3. DATA SHARING TO AVOID TESTING

4. INFORMATION IN THE SUPPLY CHAIN

5. DOWNSTREAM USERS

6. DOSIER EVALUATION  BY AGENCY

7. AUTHORISATION

8. RESTRICTIONS ON PRODUCTION & USE

9. FEES AND CHARGES

10.CLASSIFICATION & LABELLING ( GHS)

11.EU-AGENCY & MEMBER STATES

12.ENFORCEMENT



3EFEO, June 4, 2007
REACH Workshop

H. van Bergen:
REACH Obligations of Producers & Importers

REACH : Aim & Scope

1. High Level of Protection:
“ Human health
“ Environment

Including,
› Promotion of alternative methods for testing
› Free circulation of substances on the internal EU-market
› Enhancing competitiveness and innovation

Article 5: NO DATA, NO MARKET,
Substances as such or in preparations or articles
shall not be manufacture or marketed unless REGISTERED
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SCOPE OF REACH & SUBSTANCES
“ SUBSTANCES are:

› Single chemicals
› Essential oils
› Other ingredients of natural origin

(NCS - Natural Complex Substances )

“ REGISTRATION OF SUBSTANCES is required if:
› Produced in EU
› Imported in EU

& VOLUME > 1 T/Y PER LEGAL ENTITY
& DOWNSTREAM USE OF SUBSTANCE IS IN SCOPE OF REACH

Substance Identification & Specifications are:
CRUCIAL
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REACH APPLIES TO
THE SUPPLY CHAIN OF PRODUCTS

“ THE PLAYERS  :
› Producers & Importers
› Downstream Users

“ Experts & Advisors
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REACH APPLIES TO
THE SUPPLY CHAIN OF PRODUCTS

“ THE PLAYERS  :
› Producers & Importers
› Downstream Users

“ Experts & Advisors

“ THE REFEREES:
› EU Agency
› EU member states

“ THE OBSERVERS:
› Consumers
› NGO‚s
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USE & SCOPE OF REACH REGISTRATION

NO
YES,as for cosmetics

NO
always

FLAVORS
1.For Food, Animal Feed, Pharma
2.For Oral Care (= cosmetics)

YES for consumers
YES for workers,
YES for environment

alwaysOTHER USES

YES for consumers
YES for workers,
YES for environment

always
always
always

NON-COSMETICS
1.Household cleaners
2.Airfresheners
3.Articles, e.g. candles

NOT for consumers
YES for workers,
YES for environment

alwaysCOSMETICS
(Dir. 76/768/EEC)

CHEMICAL SAFETY
REPORT (CSA/CSR)
If > 10 t/y per legal

entity

PRE-REGISTER &
REGISTER

If > 1 t/y per legal
entity

SUBSTANCES
PRODUCED, IMPORTED & USED

FOR:
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REACH: Phase-In

2008 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019

> 1 t/year > 100 t/year > 1000 t/year + R50-53 > 100tons/y + CMR 1+2 (> 1 t/ year)

Evaluation /15 years

End of the Phase-in
Period for Registration

Registration / 6 years

Registration - 3yrs

D

D

D=Deadline for  (Pre-)registration

Evaluation / 9 years

Evaluation / 5 yrs

20202007

6 months
Pre-registration > 1 t/y

Registration / 11 years

Jan 1, 2009: List of Pre-registered substances

Publication of Candidates for Authorization

2021 2022

Agency
Set up

D

DEADLINE TO BUY REACH-PHASE-IN TIMEJune 1st

NEW
SUBSTANCES
June 1, 2008

D
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REACH & REGISTRATION

THE ESSENTIALS OF REGISTRATION:

1. the Substance
2. the EU-based Producer or Importer (as legal entity)
3. the Identified Use(s)
4. the Hazard Properties
5. the Exposure due to the Use in Supply Chain:

“ Workers
“ Consumers
“ Environment

6. the Risk Characterisation
7. the Risk Management Measures for Safe Use
8. the Communication up & down the Supply Chain
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REACH REGISTRATION:  WHO?

“ ONLY:
1.LEGAL ENTITIES ESTABLISHED inside the EU as:

“ Producer
“ Importer

› Legal entities are national affiliates of corporations

2.EU-REPRESENTATIVES of Non-EU based COMPANIES
“ This can be an ONLY representative for ALL EU imports &

ALL REACH obligtions (see REACH art. 8)
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REACH & REGISTRATION:
what does it mean?

SUBSTANCES & HAZARD PROPERTIES

1. Physico-chemical properties

2. Toxicological properties

3. Eco-toxicological properties

HIGHER
VOLUME

MORE
DATA

ANNEX VII:    1 › 10 T/Y ANNEX IX: 100 › 1000 T/Y

ANNEX VIII: 10 › 100 T/Y ANNEX  X:  > 1000 T/Y
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REGISTRATION TESTING: COST
for phase-in (chemical) substances

AVERAGE TAKING INTO ACCOUNT AVAILABLE DATA,
GROUPING, READ-ACROSS, WAIVERS, etc.

(source KPMG-study)

> 1000 t/y

100 › 1000 t/y

10 › 100 t/y

1 › 10 t/y

$    435 000Annex VII to X

$    380 000Annex VII to IX

$    135 000Annex VII & VIII

$      20 000Annex VII
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CHEMICAL SAFETY REPORT:CONTENT
(if volume per legal entity > 10 t/a)

1. Hazard assessments, CSA part:
“ Human health
“ Physicochemical properties
“ Environmental safety
“ PBT or vPvB assessment
“ Hazard classification

2. Safety Assessment,Identified Uses & Risk Characterization,
“ Exposure Scenarios in supply chain for hazardous substances

 Workers
 Consumers

 Environment
Except for consumer health and

1. Food contact materials of Reg. (EC) No 1935/20
2. Cosmetic products of Dir. 76/768EEC

NOT
HAZARDOUS

NO
CSR
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CSR & EXTENDED SAFETY DATA SHEET

1. Safety assessment & risk characterization,
“ Exposure Scenarios in supply chain for hazardous substances

 Workers
 Consumers
 Environment

2. Risk Management Measures

3. Extended Safety Data Sheet for Downstream Use


