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@ Registration process (REACH-IT)

Rusiness Confirmation of
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Verification submission;
initial
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date assignedd

‘Pre-processing’.

This step must be
successfully completed
before the deadline.

22

Invoice is sent ECHA ECHA submission
performs pertorms date
Technical Financial
Compleleness Completeness
Check (TCC) Check

These steps can take place after the
deadline, reasonable deadline set in
case of TCC failure.




11 2010 FE & DI ETT —

(K Fr: ECHA, 20105128 1H)

1. Number of Submissions
Accepted for Processing Successfully Completed

Dossier type

Total® For the 2010 deadline™ Total® For the 2010 deadline™

2. Breakdown of Submissions

Ratio Member/Lead™

Joint - Lead Registrant

lmm:hat Registrant” i)
.'rlc'uﬂes individua! ubm.'“srene fcar non-phase in substances
* Number of Member Registrants for every Lead Registrant

5. Doum bndmpmy Sizn

Accepted for Processing

Company size For the 2010 deadline*

* Dessiers. submifted by companies indicating a phase-in substance meeting the criteris for the 2010 deadline
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1 EZSEESHEDHESR — ECHA: REE=E

European Chemicals Agency ,
Helsinki, +4% -08- 201
GB/ab/D(2011)3843

Garmany

Coemmunication number: _
Lagt submizsion number: |NEGEGNGE

Registration number: [INGTNGNG

_atest submission date: 27/10/2010

NOTIFICATION OF A DRAFT DECISION ON A COMPLIANCE CHECK UNDER
REGULATION (EC) NO 190772006

The Eurgpsan Chemicals Agency (ECHA) has examined your registration dossier of [J]

in & complance check
pursuant to Article 41 of Regulation (EC) Ne 1807/2006 (REACH Regulation)
Subsequently ECHA has prepared a draft decision according to Article 41(3) of the
REACH Regulation,

Please note that ECHA initiated the present complance check of your registration

dessier in order to request missng information that are necessary for svaluating the
testing propesal included in your registration dossier

SCCr)
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B GEARD/NT)yY-arH)ILT—3ay
http://echa.europa.eu/consultations/test proposals/test prop cons

en.asp
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ECHA DRAFT DECISION FOR COMMENTS BY THE REGISTRANT
COMFIDEMTIAL
09 -08- 2011

@ ELC[HA

European Chermicals Agency

Faor final decision: Decision numbear Helsinki, date sf:li'i'n'p!

DECISION ON A TESTING PROPODSAL SET OUT IN A REGISTRATION
PURSUANT TO ARTICLE 40(3) OF REGULATION (EC) NO 1907/2006

2
f iy
P

For cAs_:Ec NO

registration number.

ﬁee_

Germany

The Eurcpean Chemicals Agency_._ :{E-C_.Hr'a] haé --tuku_an the following decislon in
accordance with the procedure set oul-in”Ardicles 50.ahd 51 of Regulation (EC) No
18072006 concerning the Hegls!munn Eualuahnn Amhr:rls.qnnn and Restriction of
Chemicals (REACH Regulatlun} ,

|, Procedure ) '- N
Pursuant tﬂ .F'Jlrt;le 4ﬁ{lj‘pf ﬁle RE.P-.E.H Rugulatlc:.n ECHA has examinad testr

per year. . :
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B REACH-EN-FORCE-1 = EUZEIZE XS ¥H TOREACHER O
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I REACH-EN-FORCE-1 — EZ#*

#<1: REACH-EN-FORCE 1 2010 &% (hyaA N = HEtHFHEDO —H TIELRLWERZEL . £F

=H)

EU country Number of audits Number of audits EU country Number of audits Number of audits
per 1 million per 1 million
inhabitants inhabitants

Estonia 75 57.7 > Finland 14 2.6

Island 11 36.7 Greece 28 26

Cyprus 29 36.3 Slovenia 5 2.5

Bulgaria 137 18.0 Austria 20 24

Hungar 123 12.3

ungary Denmark 13 (37) 24(6.7)

Slovakia 59 10.9

Netherlands 34 2.0
Malta 3 7.5

United Kingdom 99 1.6
Ireland 31 7.4

Romania 19 0.9

Poland 268 ) 7.0

Latvia 14 6.1 Portugal 2 0.2

Belgium 59 56 France 14 (297) 0.2 (4.6)

Spain 20 > 23 Total 1589 (19@

Sweden 40 4.3

Norway 15 3.1 * A RV HBE

Germany 257 (279) 3.1(3.4)
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|| REACH-EN-FORCE-1 — = #2(+1-1

B 2009FEDEENEMA:
B 20105 BEENDEA:

F2: A—OV/N BEUVR(YTERER

Germany, 2010

(T1=1b3 (EEH)

Germany, 2009

Total Number in
Europe, 2009

Manufacturer 38 127 878
Importer 56 133 666
Only
Representative (= 32 e
Downstream User 115 201 858
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Il REACH-EN-FORCE-1*:JI[ESFL TWVEMh o1 3%

KA
B 20094 : ESFLTULNVEM - T=1 ¥ (2794t D 5B 34 (£51.1%)
B 20104 ESFLCTULNVED -T2 E X150+ D >B 2%t (£91.3%)

EU:
B 20094 : ESFLTLNVEMNST=D (2.6 %
= 3: A—OYNERAVIZBITAHIERIBEDEEFELE

Sanction measures ermany, 2010 ermany, 2009 Number in Europe,
(total: 150) (total: 279) 2009 (total: 1589)

Information of the public 0 0 3

(,,blame and shame*)

Letter 24 31 96

Order/ prohibition 1 3 169

Penalty 0 0 12

Complaint of an offence 0 1 3

Others 4 13 121

CHRT RV EE

AR
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CEEFHSCIUVELT,

Mr. Toshiyasu Takada (toshiyasu.takada@scc-japan.com) Dr. Werner Koehl (werner.koehl@scc-gmbh.de)
Director Head of Chemicals and Consumer Goods Dept.

SCC Liaison Office Japan (SLOJ)
14-24 Tokiwadai, Kashiwa-shi Dr. Charlotte Krone (charlotte.krone@scc-gmbh.de)

Chiba-ken 277-0087, Japan . .
Tel: +81-(0)4-7162-4262 Senior Manager Regulatory Affairs

Fax:+81-(0)4-7162-4262

Mr. Kenji Makita (kenji.makita@scc-japan.com) SCC GmbH

. Am Grenzgraben 11
Senior Consultant 55545 Bad Kreuznach, Germany

SCC Liaison Office Japan

. - . Tel.: +49-(0)671-298 46-0
6-2-14 Asagayakita, Suginami-ku, )
Tokyo 166-0001, Japan Fax: +49-(0)671-298 46-100
Phone / Fax.: +81-(0)3-6762-5261




Annex: Tools

B IUCLID (Dossier tool) and REACH-IT

P Latest IUCLID version 5.3 released in March and REACH-IT 2.2 in April
2011

P New dissemination plug-in available since February 2011 (for
registration dossiers based on category approach)

P Latest Technical Completeness Check (TCC) plug-in (5.3.1) available
since Aug. 2011; includes substance identity checks for inquiry dossiers

P Next update expected in summer 2012

B CHESAR (plug-in to IUCLID): to support the Chemical Safety Assessment;
to facilitate the generation and updating of Chemical Safety Reports;
compile the annex to the SDS

- Latest version: Chesar 1.2 enables the users to generate the exposure
scenarios for communication to downstream users. These exposure
scenarios can then be annexed to the extended Safety Data Sheet

P Next update scheduled for 2012: further functionalities regarding
exposure assessments (new tools may be included: e.g. ART,
ConsExpo, EMKG, Riskofderm...)

B OECD toolbox: to use Quantitative Structure-Activity Relationship
((Q)SAR) methodologies to group chemicals into categories and to fill data
gaps by read-across.

P |atest version: 2.2 SC C @
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Annex: List of abbreviations

CEFIC:
CLH:
CLP:
CSR:
ECHA:
EHS:
eSDS:
DNEL:
DPD:
DSD:
GPS:
LoA:
MSCA:
NONS:
OR:
PNEC:
QSAR:
RoHS:
SCC:
SIEF:
SFF:
SME:
SLOJ:
SVHC:
TCC:
UVCB:
VCI:
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European Chemical Industry Council

Dossier with proposal for harmonised classification and labelling
Classification, Labelling and Packaging

Chemical Safety Report

European Chemicals Agency

Environmental Health and Safety

extended Safety Data Sheet

Derived No-Effect Level

Dangerous Preparations Directive

Dangerous Substances Directive

Global Product Strategy

Letter of Access

Member States Competent Authorities

Notification of New Substances Regulations; Substances notified under Directive 67/548/EEC
Only Representative

Predicted No-Effect Concentration

Quantitative Structure Activity Relationship

Restriction of Hazardous Substances Directive

Scientific Consulting Company GmbH

Substances Information and Evaluation Forum

SIEF Formation Facilitator

Small and medium sized enterprise

SCC Liaison Office Japan

Substances of Very High Concern

Technical Completeness Check

Substances of unknown variable composition, complex reaction products or biological materials

German chemical industry association
SCCT
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