MECHA

EUROPEAN CHEMICALS AGENCY

REACH IT tools training

Luxembourg
9 April 2018

Margot Magi

Valérie Lasseigne-Phrakonkham
Directorate of Registration
European Chemicals Agency




Agenda

« Overview of REACH IT tools

 From the dossier submission to registration

« REACH-IT main functionalities

« REACH-IT member online submission wizard

« IUCLID 6

« Completeness check and manual verification

« Exercise 1: creating a member dossier in IUCLID cloud
« Read-across in IUCLID

« Chesar in a nutshell

« Exercise 2: submitting a member dossier to REACH-IT
« ECHA support and guidance. DCG solutions.

. Q&A
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The aim of the training today is...

... to get a flavour of all the main IT applications
relevant for REACH

... to be able to choose the right tools for yourself
. not to be afraid for the REACH IT tools

.. to know where to find help

.. to ask us questions

echa.europa.eu



IT tools for REACH
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Data
generation
tools

Data
preparation
tools

Data
submission
tool

IT tools for REACH
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CHESAR QSAR Toolbox

D ﬁ

ECHA Cloud
IUCLID & Services

ﬁ

REACH-IT

echa.europa.eu
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What application to choose?

€ REACH-IT *J; IUCLID 6

ECHA Cloud Services

« SMEs

« Consultants
working for SMEs

« Always latest
version of IUCLID

« Backups by ECHA

* Member . All others
registrants

« Agree with all
information
submitted by
the lead

echa.europa.eu



From dossier submission to
registration




“ECHA

EUROPEAN CHEMICALS AGENCY

Regulatory processing by the Agency

g\ Invoice

Buisness
r iades sing Rules %hnical
Upload  proces Check cOmpletness
| K
IUCLID 16Z \i Chec
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» Lead submits the registration dossier first

» Members can submit as soon as the lead has passed business
rules

» Members are parked until the lead pays and passes TCC

» TCC can take for ECHA up to 3 months after REACH deadline.
Outside deadline period it may take up to 21 days

» Registrants with pre-registration and submission by 31 May
2018 can continue their import/production with no interruption

> New registrants on the marked have to submit an Inquiry
dossier first and receive a registration number before
import/production

echa.europa.eu
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EU Member states

< =»

EU Industry CLP Data

. (GHS)

Y/ REACH-T

Representative for
EU Importers

echa.europa.eu 11
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Login or create a new company account if
you do not have one yet

MECHA

¢ REACHHIT

@ Here's how to get started

1. Register a company
2 Manage company and Users

3. Login
4, Submit and follow up your notification

@ Need help with REACH-IT?

' REACH-IT manuals

echa.europa.eu
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REACH-IT home page

B Taaka (1)

Margot Magi
Training Company

F'submit a dossier |

echa.europa.eu

REACH-IT SAT.IT-1

Substances
1} ]
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EUROPEAN CHEMICALS AGENCY

ECHA

Alternative chemical name request
* webform application
Application for authorisation
* Upload a IUCLID dossier
Classification and labelling notification
* Upload & WCLID dossier
* Prepare and submit online in REACH-IT
¢ Manage group of manufacTurers of IMporters
Downstream user report - Authornsation
* webnform application
Downstream user report - Regjsn‘atim
* Uphoad a IUCLID dossier
* wetform application
Inquiry
" Upload a IUCLID dossier
*  prepare and SUDMIT onling In REACHAT

PPORD notification

* Upload a IUCLID dossier
Pre-regjistration

' Data nolder information

' Late pre-registration
Registration

* Upload a IUCLID dossier

¢ Prepare and SUDMIT online in REACH-IT
* Claim notiied substance

Substance in articles

' Upload a IWCLID dossier
' webform application

Main menu

Substances

Co-registrants
Pre-registrations and pre-SIEFs
Classification and labelling

Key documents

Invoices

«¢ Jointsubmission |

Create new
Join existing
Search and view

echa.europa.eu

L Manage company |

" Company information

Company size
Contacts
Email notification settings
Legal entity change
* Initlate & legal entity change

* Search or finalize a legal entiy change
* Create and export an &ssets st

Third party representatives
= Tasks

= Messages
#, Terms and Conditions

[ Logout

14
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The submission process cannot be saved so ensure you have all the required information before you begin. Are you ready to submit your dossier? Before continuing,
make sure that: Need hEIP?
.,. Dossier type: * Registration ® v @ *You are part of the joint submission, if cne

exists for your substance.

g The company size is correct. You can find out
. Subimies « B how to determine the comnpany size if you are
ubmission type: ¥
unsure.

0 The VAT number and billing address in
REACH-IT are up to date, and optionally you
have a purchase order number: they will
appear on the invoice.

@ The contact persons for this dossier has been
deficed Sud the contact details are up to date

C h kI S t ertain information from the
e C I S S Eier will be published on the
ithout further notice. Use the

i n W i Za rd S nation plugin in IUCLID to

information will be published.

echa.europa.eu 15
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Determine your company size (1/2)

If you are an SME, you need to update your
company size

Important because it will determine your fees

Manage company

s Company information

3k Company size

# Date of update % Company size

11/08/2016 Large

echa.europa.eu
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Determine your company size (2/2)

Go through the checklist to understand the company size
definition

Declare company size and upload documentary evidence

The user guide on the SME definition provides you
with additional explanations.
Consult your accountants, Liwyers or tax advisors before declaring the company size

i i YOU ang Lmsure about how To assess the
Thoroughly familiarize with provisions of the Commission Recommendation 2003/361/EC company’s size correctly, please contact your
national helpdesk. if you still have further
questions, you may also contact the ECHA helpdesk
Determine if the company is autonomous or if it has relations with other companies (linked or partners) through the ik below
Prepare documents explaining the full cwnership structure of the comparny i I you want to change the company size for an
already pakd invoice, please follow the instructions
Have the documentary evidence at hand for all the companies involved in the ownership structure from the ECHA website
If you are an only representative, you will need to declare the company size of the non-EU manufacturer, A WECHA finds ‘h“”‘”"’"""'"f"l"i““ inconect;
formulator or producer you represent, including relevant information from their linked and partner you may have to pay the administrative charge

and also the balance of the cormect registration
feels). Find out what to do if you have incorrectly
indicated the SME sire category.

COMpanies

Take the test on ECHA website o verify your understanding of compary size and SME size

echa.europa.eu
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Search and join the 1S

« You will see the available joint submissions for the
substances you have pre-registered or inquired

Resarte

Sutarae aheniry (00, CAS, harmr) [ Ty Fole

[T T TR

Ry BN YD

Eterene reETEr Show oohee ot mibmaaorat @ | |l Fevoroe mabstaror ondy?

= Results 19 resulo found

Bt Dy LT el [ Cre0

echa.europa.eu
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Search and join the JS: launch the wizard

You need the ]S token prowded by the lead

" REACHHT Tt gyt * L iy T (117 fadle B hinages {1 0k) Q aQ

Supplementary Bfor matesn: [
N SUDETELATY SlOTTATION Pkl Do Dronighed

C a—>

echa.europa.eu
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EUPEAN CHEMICALS AGENCY JOint Su bm iSSion page

B TN ) [¥]

et submiadion infor bl JuBenidien cavid_.  LOe8 PE[HEREAA EOSLICE M Rferers rumsr (1

Mam s ol Tl Torwags b Cortn St Bk
[pehepngbartetal InCereaChare Trargporied solated L Dielph Buba gy raie
dermediate 11000 Epa @ valers LASIDCHE - P Wity
N Fasvilpi e e 1, oVl 4 dbiiag,
0000 5 INT _300.007 0 Caitine i G i o
bt provaded by bead Joint pubminsion contace
L i ey e
S0 . Lrwrmersl natery papoat i sy
Kot prosaded Iy bead L arw Do
Pl s g # parendini i al corm
L= L, = RN 1007

Tl Ty i i Lk

echa.europa.eu



Create and submit a member registration
dossier online in REACH-IT
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Create and submit a member dossier online

- Simplified way to create a member registration dossier
directly in REACH-IT

« Pre-filled information and reduced number of fields
- Step-by-step wizard with online help features
« Mandatory information highlighted

« Automatic saving and possibility to update

echa.europa.eu 22
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Member_in_a joint i
submission? IUCLID 6

J

No previous

submission in
IUCLID

Only one
composition to
register

Provide additional
study or own
record

¢ REACH-IT

echa.europa.eu
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tECHA Required data
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Same data in IUCLID and in REACH-IT

Every co-registrant of the joint submission:

» Substance identity

» Tonnages of the last 3 years

» Uses and conditions of use through the life cycle

Co-registrants 10 tonnes per year or more:

» Attach chemical safety report, unless agreed with the lead
that he will submit on behalf of the members

Members who need to submit own classification and labelling

Possibility to indicate confidentiality claims

echa.europa.eu 24



How to use the member online wizard
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Start the dossier creation from the joint
submission overview in REACH-IT

Menu ¥ Home  Joink submissions JS FULL 230-278-0

Submitted Oweny dossier

Substance Joint submission infor..  Joint submission cover...  Lead registrant contact Il FReference number O

Mamre Rt aCion type Tornage band Contac detals BiA
epimestrol Full > 1000 tpa 1 Compay robé

: Member
EC raumibeds Joung Subsmisadn Ml Gusdande 0N L3 ute i
230-278-0 J5_FULL_230-2780 Frovided by lead . o
Joint submission contact

CAS rsmbuer Supplemantany nformaton Criemical safety repont
7004-98-0 . Provided by lead Foa g

Publatecn SOCeptanse
L

Third paety repretertiche

echa.europa.eu 26
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Submit online dossier

@elalildan

echa.europa.eu
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Use the integrated help

| - " 1 1
' Jdember joINt submissiorn
"-'—-hl—'n—' ’
T siil BB Fer 15 F YU IT

o W i FUILL F30-2TE-L

Change help
language

Start by defring whether your SUDSIaNOE B 3 MO CONSTIT, 3 Mt Constituent o 4
VOB substande

h ek b o wall S e 00 SpeCiy LD FTAN CEMTRIELMREIL) Prbens | your
substance. Thi informaton will be uaed 1o dapley the identTy of the wubatande in the
it st of th wizard.

Inclhicate oy the main CorstRuents 5 infonmation on the impurities or stabilsers
PPN P O TR vl D PRI LD

Rirnmber 0o ik 0n B S0 0N BT T D00 FEHE of your Screen i you need more
halp, and s the infonmation you have ertered in esch biockd

i i REACH-IT, you can Follow i3 subimission STatus using

Select the appropriste type of wubatlande; thia information b important snd cannot bo e Froem e o
madified once you have Moved to the nest step of this wirsrd. Olick an the info kon st the top

right of your screen if you need more help regarding the definition of the different substanoes
fype.

Al Yo Peachi 10

ESCh Fen o f FEQl ESENLATHAE) MilE THi O i G SLIGITT NS

3-rmerncnoyestra-1{100L2 4-triene- 16,1 7-0i

W fOW BNe e i . « L Faree th gy it Fuwred
EC ZIO-JTED LAY MOOd-98-0

[ substance kdentification

echa.europa.eu 28
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First step: Main constituents

O"-ui..il._-l.) Member joint submission Big Company
[} Member joint submission for J5_FULL_230-278-0

BigCompany Biglemgarny [ B

Start by defining whiether yOour SUbSTINGE i 4 MONGC-COMSUITLENT, 4 Mult-consttuent or 3 UVCB substance

In thiis step you will also need to specify the main constituent(s) present in your substance. This information will be used to display the identity of the substance in the net steps of the wizard.
Indicate only the main constituents as information on the impurities or stabilisers present in your substance will be requested Later.

Remember to click on the info icon at the top right of your screen if you need more help, and save the information you have entered in each block!

Select the appropriate type of substanc s information is important and cannot be modified once you have moved to the next step of this wizard. Click on the info icon at the top right of your screen if
you need more help regarding the definition of the different substance type.

i

Main constituents

3-methoyestra-1(10)2.2-triene-16,17-diol
EC 230-278-0  CAS 7004-98-0

v

| | Substance identification I

echa.europa.eu 29
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Move to the next step when required data is
filled in

Marnber joint submission for J5_FULL_30-278-0 Bglompany Bplompany [ Bplompan,

N har v "
oimuuu vember joint submission Big Company

St by defining whether your SUDSIANCE IS 3 MONC-COMSINUESNT, & mult-constituent of 3 UVCE substanos
In ithils stiep you will also need to specify the main constituent(s) present in your substance. This information will be used to display the identiry of the substance in the ne steps of the wizand.
Indicate only the main constituents a3 information on the impurities or stabilisers present in your substance will be requested Lter

Rermemieer to click on the info icon a the top nght of your screen if you nesd maone help, and e the information you hase entered in each block!

Select the appropriate type of substance:; this information is important and cannot be modified once you have moved to the next step of this wizard, Click on the info icon at the top right of your screen if
you need more help regarding the definition of the different substance type.

The substance is a well-defined substance (Le. i IS & MONO-CONTETILENT OF MUIt-CONSTITUSNT SUDSLANE) ¥

Main constituents

3-methoxyestra-1(10L2 2-zriene-16,17-ciol
EC 230-2780 CAS 7004980

Substance identification

echa.europa.eu 30
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Second step: Substance identification

‘Iu Lp Member joint submission Big Company

Member joint submission for |5_FULL_230-278.0 Biglompany EipCompany { BigCompany

Provide as many details as possible regarding the identity of your substance.
0 Howver over the block and click on the pen icon o edit the information on the page.
Remember to click on the Sove button after completing each block!

3-methoxyestra-1(10),2.2-triene-16,17-aiol
EC 230-278-0 CAS 7D04-98-0 '

Mono-constituent

Main constituents

Trade name and other identifiers

echa.europa.eu 31
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Integrated Business rules and TCC rules

Big Company

Bglompany Bglompany [ Bglompany

_‘ } Member joint submission
.IL""LI"J (T} 0 ;

Mamber joing subemission for J5_FULL_130-278-0

I this Sep, you can indcate addinional identifiers of rade names fof your SUDTLCR
You can also attach anabytical infiormation to Support the dentification and o quantification of your substance. it s aka the place to inchade the descriptions of the methods used to penerate this information

You can find more details on how to fill in the inflormation by cicking on the infoicon located at the top right of your screen.
Rermemier to chick on the 5o button after completing each biock!

TCC_ 010401 : You must provide H"hﬂ’ﬂf.ﬂ information to cover at least one identification, and wwmﬁuum approach, as indicated in the "Purpose lﬂ‘m—‘_ﬁ'ﬂ' Teelcd

other identifiers lytical infor

TCC_0104_02 : Eirher the methods and results of snalysia must be attached, of if 8 result was not
determmined, & justification must be gven using the Ratonale for no resuls’ and Justificazion’

Faplcts, chparky SLACNE e Medont for ot provicng the nformation

Substance compositeen

Substance identifics

echa.europa.eu
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CSR and Guidance on safe use

," ~n Member joint submission
AL C
[} MmO Qi

1 pubmagsann for 15 FULL_230-2784

- B e B e
DopL OMDdy BBl SMDdty | BaEL oDty

Uksi this SUBQ (0 SO SURPOFTNG, GOCUMNepoiTs which justify cenain information provided flor your substance

Vo can firsd mrore details on how to il 0 the information by dicking on the info kon |~ located a2 the top right of your soreen.
Rasramibsssr 1 clich o che Sowe bution afier completing sach block!

Chemical safety report (CSR) or other report

Guidance on safe use
Tron C5R wias supplied by the lead on behall of the members Tro Guickince on safe une was SUpplaed by the kead on Dehalf of the members

Undefined

PBT assessment

Undefined

Confidentiality claims

echa.europa.eu
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Confid

Degree of purity and
Torrulbe B
REFIrMon Muimber

Legal ensry (Dwner)

= RSt

entiality claims

ML Sul g Company
A o 5, F I30-ITE Bplo=cery Sglomosy | Bglompen
EEEEEXKK) o <

e for infiormrution s to be deserminated on ECHA wetase e uuaaly referred to 23 “conficientialoy dara®
Vo e Flag certan information an confidential i your dossier an long s o provide 8 unsficsson.
Fiou tan fired mone details an Pow o ill in e indormation by dicking on the inflo kon  iecated on e top gt of your sreen.

Rl 1o il o B 5w Bumion sited completing each ke

Confidentiality claims

IWAPAL nuemat Bor SuibtanCe ard iCs M Conasitsents Mot Confidential

ETUTITHS Mot Confidential W
Mot Confidential W
Mot Confidential W

Not Confidential W

Rgde i [ SUpDdy Chain Mot Confidential

Confdentiality claims on assessment reports Confdentiality claims on trade names

Confidennality claima on uses Confidentiality claims on uses advised against

Mot Confidential W

echa.europa.eu
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Review your dossier

(] Carefully reveew the infonmation below before Mmoving 10 the rext step and final ming, your dosss Fubmisson.

J-rattrconyestrd- 1(10LL2-triere- 16,1 7-0hpy
EC 200-2T80  CAS P004-98-0
MONG-COMtuent

Trade name and other identifiers

Substance compaosition

State / form

Desoriprion of
the COMPESIton

Degree of purity 90 < C < 99 % (wiw)
Optical Actrity yEs

Rermarks

A

3-metnowyestra- 1] 1002 4-triene-16,17-ciol 90 < € < 95 % [wiw)
EC 230-2780  CAS TOO-980

echa.europa.eu
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Submit in REACH-IT

m Submit a dossier

' A 3 . Confrmation
o

Please review your Submission:

By confirming this submition, | declare that the information

prorided i COMmeCT and that the COMpany 3z and cwnership
Submission details struscture have not changed

Dossher type: Regiitration - joint Submission
Joint submission name: |5 _FULL_230-2T8-0

Companyioe wember (e ol o o 1)

Registration type: Full If Pl o Frdy &0t the information of any $tep of Candel the

DMt iion

Do o AgTee With TNt information?

Online dossier
SUDLLANCE NaME: J-mEtROnyeStra- 10100, 2 4-triene- 16,170k

o None of the information will be stored in REACH.IT
IUCLID template: REACH Registration member of a joint ou ENGOSE 10 STarT over or cancel the SUBMISsioN

submission - general case
126efeT2-3e79-4731-84b1- 14210251 7¢03

Dassier UUID:

echa.europa.eu 36
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Follow the submission progress

suomission report JEONEISRISE LA

In progress Submission numMDer: CQ785353-1

Submission date:  10/05/2017 Initial submission

Substance Dossier type

Mame Registration

4" fluorcbutyrophenone
Tonnage band
£ 1-10tpa
209-492-3 .
CAS number On-site isolated intermediate
582-83-2
Transported solated intermediate

Contact information
Contact details
X SoiLe

@ s@mail.com
. ~123456789

Third party representative

echa.europa.eu

Submission processing steps

LC 4 € € < <«

Pre-validation

Business rules check
Technical completeness check
Financial completeness check
Overall completeness check

Submission outcome

37




ECHA

EUROPEAN CHEMICALS AGENCY

Find your registration decision

Final submission result

Outeoame: ACcept

Annotation number: SUB-D-211435891 2. 43-01/F %
Submission number: COTESI53-21

“ECHA . -

EURDOPEAM CHEMICALS AGENCY

REGISTRATI_ pal

Soilel
Annankatu 18
00100, Helsinki
Finland

Submission date: 10 May 2017
Submission number: CQ785353-21
Decision number: SUB-D-2114358912-43-01/F

DECISION ON YOUR REGISTRATION
Based on Article 20(2) of Regulation (EC) No 1907/2006 ("REACH"),

Your registration for | | s complete. This registration entitles you
to manufacture/import the substance, or produce or import an article containing
it

Your registration covers:
+ the tonnage band between 1 and 10 tonnes/year
The registration number is: 01-2120259230-66-0000

The registration date is: 10 May 2017

echa.europa.eu
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Creating a complete dossier in IUCLID

e Go to IUCLID
e Create a substance dataset
e Fill-in the information

e Run the Validation Assistant on the dataset
e Correct the failures

e Create the dossier
e Run the Validation Assistant on the dossier

e In case of failures, correct the dataset or re-create the
dossier )

ECHA.EUROPA.EU 40



[ E C HA https://iuclid6.echa.europa.eu/
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Sagn In

i U U LI U 6 Search the IUCLID & website 2

Advanced search »

Home ILCLID Product MNews

aooon s

IWCLID = Home

b ““'ﬁ ~ IUCLID 6 versic, Download data, e.g.
A new service 1/ reference substances;
bug fixes, bul . . .
*JF Navigation Panel dossier head FAQ regarding installation,
Main tasks =" TOC Annstatons e 017 migration from IUCLIDS5 to
Svs | Substance IUCLID 5 web? IUCLIDS, etc.
Sign in and <t ol substances The IUCLID 5 website Technical manuals

C|OWﬂ|Oad the 2017 onwards. The relevan .-
. . — .= website, Before the closure, IUCLID 5 wowame
application

any additional information they may need

e 10 OOWTHIOSO

22 March 2007

REACH study results are published

Download REACH study resuits is a collection of non-confidential substance dala thal
was submitted to ECHA under the REACH reguiation. It is now available to

downiload free of Charge from this website

echa.europa.eu a1



o E C HA Main functionalities
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Search by UUID
Create new or Create a

modify your template to |
existing reuse same

substances here endpoint data
in diferent
Main tas datasets.

View your
dossiers

.S A
Mixture / Product Template My account

]

Store chemical
information on particular
chemicals once in the Validate the substance
database and link it from datasets and also the
there to any IUCLID final dossiers in order
section. to minimize the risk
for errors

Import files: LE,
substance datasets,
reference substances

e e :
b v
oo
Legal entity Legal entity site ~ Reference substance
i Validati istant
“ o . VleW What . alidation assistan
&= N— information will
= - be published ~
Contacts Chemical inventories Literature reference Test n. on ll?he ECHA Eﬂ@

website

Dissemination preview

echa.europa.eu 42



v E C i A Datasets’ list

EUROPEAN CHEMICALS AGENCY

« Find your dataset from the list of all the
substance datasets

- IUCLID 6
File Edit User Admin Help
B o
4 |UCLID6
File Edit User Admin Help
Main tasks 4 0 ﬁ] )
= - :
i *|® Navigation panel
Search | TOC Annotations
Muxture / Product
Result type | Substance -
e e ﬁ - Query type Get all substances -
“h§ Category

== -

Di@dg |l x
| Y Filte
Chemical name Legal entity name Reference substance Last modification date
TestSubstanceX /
& TestSubstanceX [Training Company  [H] TestSubstanceX / 2017-05-09T20:29:49.189..
* 9043305/ 944-3474 |
& TestSubstanceZ Training Company postanceZ | app  [2017-05.09T20:29:38.252...

echa.europa.eu 43
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File Edit User Admin Help

L = @

Search| TUL LAnnotations
ReacH Cnn:'&i table of contents
|5 g O Relsted information
i i 1 General nformation
|- 2 Classification & Labeling and PET assesament

i 1 E 3 Manufacture, use and exposure
| & E 4 Physical and cheimecal properties
(@ [ 5Envronmental fate and pathways
|6 | & Ecotoxicological information
| B E T Toxicological information

B & Analytical methods
| & E 9 Residues in food and feedingstuffs

| E 10 Effectrveness againsi target organisms:
I [ 11 Guidance on safe use
B 12 Lterature search
{&)- 13 Assessment reports
# [ 14 wiormation requirements

Dataset’s content

Click on "TOC' to display the table of
content of the dataset

By default, the view is ‘REACH Complete’

Select the relevant view from the black
arrow

Select a value

T .
CLP REquIation - CLH dossier i
REACH Annex ¥V - Restriction
REACH Annex XV - SVHC
REACH Application for authorisation
REACH Complete table of contents
REACH Downstream user repoit
REACH Inguiry
REACH Motification of substance in article
BEACH PRPORN
REACH Registration 1 - 10 tonnes, physicochemical requirements
REACH Registration 1 - 10 tonnes, standard requirements
REACH Registration 10 - 100 tonnes
REACH Registration 100 - 1000 tonnes

SEACH Registration member of a joint submission - general case
SEACY istration me of a joint submission - i nadi

REACH Registration transpoited isolated intermediates 1 - 1000

ton
ACH Hep atinn transpoted isalated intermediates above 1000 tor

REACH Substance Evaluation
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Fia Edit User Admin Help

Y | o Mandatory sections are marked with a red

asterix

Gearch| TOC | Annotations

REACH Htﬂl&l}f!bﬂl‘l above 1000 fonnes -
| @l 0 Reisted nformation
|- [ [t General information

i+ g’ 1.1 identification
] E' 1.2 Composition
& g 1.3 Wentifiers
[+ g 1.4 Analytical information
E 1.5 Jont submasson
B 16 5ponsors
& f 1.7 Suppsers
& g 1.8Recpients
Bl-gi 2 Classification & Labeling and PET assessment
|G i 2 Manufacture, use and exposure

[# E‘ 4 Physical and chemical proparfies
+-J 5 Environmental fate and pathways

i
E:
| & g’ 6 Ecotoxicological nformation
I.

&1 E‘ T Toxicological nformation

ECHA.EUROPA.EU
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e Lead data requirements compared to the

member data requirements

Search| TOC | Annotations Search TOC | Annotations

REACH Registration 1 - 10 tonnes, standard reguire ... ™ REACH Hegistration member of a joint submizsion - fid
Y Textfiter o | | Y Text fiter =
g 0 Related information #-fggll 0 Related information

IE;]...Ek 1 General information &JE‘ 1 General information

-’ 2 Classification & Labeling and PBT assessment |i1---ﬂ 2 Classification & Labeling and PBT assessment
-’ 3 Manufacture, use and exposure TEE 3 Manufacture, use and exposure

- 4 Physical and chemical properties |11 4 Physical and chemical properties

-Jg’ 5 Environmental fate and pathways -l 5 Ervirnninsnial e and patfivwans

|E-_]---E“ & Ecotoxicological information - 6 Ecxidologial oo

|;:]...ﬁ‘ 7 Toxicological information - 7 Foictiorieat wiemelioa

-l 8 Analytical methods
IE;]---Ek 11 Guidance on safe use

- & Analytical methods

|E-J---= 11 Guidance on safe use
----- g 12 Literature search

-l 13 Assessment reports

----- 12 Literature zearch

-l 13 Assessment reports

I':-'l-"E 14 Information reguirements

IE;‘.---E 14 Information reguirements

echa.europa.eu 46
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Filling-in a dataset

e Right-click on a section to create a new

File Edit User Admin Help
40 | )

Saarcl”TOE!Anmtaﬁnm_

REACH Registration above 1000 tonnes (v |
T Text fiter
@[l 0 Related information
= [ 1 General information
@ [@" 1.1 Kentification
& [ 1:2 Compostion
E]E 1.3 identifiers
Et e Nron
[l 1.5 Joint submission ® New record
i p——
E’]E 1.7 Suppliers
- 1.8Recipients

ECHA.EUROPA.EU

record or a new endpoint summary

—1= -_—

=|® Navigation panel

Search| TOC | Annotations
REACH Registration above 1000 tonnes ["_!

Y Text filter | Z

-l 0 Related information
@’ 1 General information
H‘ 2 Classification & Labelling and PBET assessment
E" 3 Manufacture, use and exposure
E* 4 Physical and chemical properties
E" 5 Environmental fate and pathways
=i 6 Ecotoxicologica! -~~~
. M dpoint
g 6.1 Aquatic tm;g} ew endpoin sumrljﬁsry
- |Eg Copy all to clipboard
-l 6.2 Sedlmeﬁt t El
-l 6.3 Terrestrial ¢J v Expand Plus

-l 6.4 Biological éj A Collapse Minus

@ 6.5 Biotransforinauu anu rneucs

o OO o O |
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e Every value must be followed by a unit

Degree of purity » -

®

»* 500 < *.i-50.0

I 9% (W) - |

e Every ‘other’ must be followed by a justification in the

designated free text field

-4 Pick st

Seiect a value

Y

CLP ustdication for reguesting an Alermabve name
CLP CLH dossier

RELCH Annex XV - Restrction

RELCH Arngx XV - SWVHE

REACH Chemical satety report (CSR)
safely date shee! (505
oeher

REACH apphcaton for suthorasion summary of representatne RUMs and OCy

o] coes |

e Every justification must be (scientifically) meaningful

ECHA.EUROPA.EU

Tips for filling in a dataset 1/2
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EUROPEAN CHEMICALS AGENCY

e Use free text templates as guideline

Description of composition
AlX

Attached descripti

-4 Free text templates X
View / edit / insert freetext template as appropriate
In case of several options, click the heading of the desired freetext template. A

Delete/add elements and edit text set in [...] (if any) as appropriate

Attached document

Oﬁiu?fﬁuunﬁary -:.n:nrru::n:»s'iti'l:~n_c|-1r the substance
ption 2: Composition of a UVCB substance

DESCRIBE THE PROCESS BEHIND THE PARTICULAR COMPOSITION OF THE UVCB ...

SUBSTANCE
- Identity of starting materials/source (and ratio):
- Reaction steps/mechanisms:

#) Add
Justification for deviations

- Relevant operating parameters (e.g. temperature and pressure):
- Solvents/reagents used:

- Details on any extraction/isolation steps as appropriate:

- Details on any clean-up/purification steps as appropriate:

- Physical-chemical parameters (e.g. boiling poinf):

Insert Cancel

echa.europa.eu 49
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Help needed? Press F1

IUCLID contains an embedded Help System. Press F1 to
access it. It contains:

« Information on the IUCLID functionalities
« Help text for the IUCLID fields

« Dossier preparation manuals, e.g. how to prepare a registration
dossier

ECHA.EUROPA.EU
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Creating a complete dossier

e Create the dataset
e Fill-in the information

e Run the Validation Assistant on the dataset
e Correct the failures

e Create the dossier )
e Run the Validation Assistant on the dossier

e In case of failures, correct the dataset or re-create the
dossier )

ECHA.EUROPA.EU 52
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e Access the substance

datasets list

e Right-click on the
dataset which you want
to check and select

‘Validate’

ECHA.EUROPA.EU

Validation assistant (1/7)

Search | TOC | Annotations

Result type Substance

Query type | Get all substances

=T -

hig e B X

Y Fitter

IChemical name Legal entity name

Reference substance Last modification date

CambridgeTestSub

N

I
é Test substance 1 |Example Company 1 [} /IUPAC_name/ |2016-08-11T19:52:13...
| 500-001-0
Test ‘ vanadium /
@ cubstancez |Testcompany I@umr 2016-08-11720:32.26...
231-171-1
ﬁ Open
I%] Create Dossier...
o5  Print.
|'===_L Generate report...
@ Export...
A Delete
&b Vaidate,

53
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EECHA Validation assistant (2/7)

e Select the submission type

4, Validation assistant wizard

\Validation assistant - Submission type specification

Dossier type -

Select submission type REACH Registration member of a joint submission - general case

[~ Use advanced settings - select information to be checked based on confidentialty and regulatory programme flags

© Provide the submission type information in order to det W

ECHA.EUROPA.EU
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Validation assistant (3/7)

EUROPEAN CHEMICALS AGENCY

e Provide the dossier header information to get the correct
outcome

". Validation assistant wizard =

Step 3 - Vakdaton asastant - Enter additonal nformaton Concerming your dossier

Type of submission

[T Joint submission

Tonnage band(s) of the registrant

On-site solated ntermedales tonnage band (REACH Article 1T) o
Transported isolated intermediates tonnage band (REACH Articls 18) o
Specific submissions

[T The submission is an update

Dossier specific information

Phase-in phase-n e

[T Revewed by an assessor
Remarks

©  Sutmission type header information mm
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Validation assistant (4/7)

Correct all the submission checks: both

business rules (BR) and technical
completeness check rules (TCC)

«d Validation assistant wizard

Validated entity: TestSubstance
Time of validation: 2017/05/03
Validation scenano: SCI()

U.57:13
- Registration, lead >1000,

Submission checks (16) I Quality checks (2) R
Business rules (2). Completeness check rules (14)
£} Re-check

Rule ~
BR177

Section number Section name  Document na

12 Composition

TCC_0104_02 |14 ‘Analytical

Information

Analytical
Information,
Analytical
determination,

{2)

© Validation assistant - Repont

estSubstanceX / TestSubstance

Quality checks are recommendations to

improve the quality and consistency of your

o data; not subject to completeness check

IFIII Copy repot Filter:| All *  Rule level: Al -

Message Rule type
Joint submission lead registrants must include at least one composition Business rule
which describes the collectively agreed boundanies of the registered

substance. To this end, indicate in section 1.2 the Type of composition’

as ‘boundary compasilion of the substance’. Multiple boundary

|compositions can be provided, if relevant

The ‘Analylical information’ provided in section 1.4 is incomplete. Al Completeness
least one row must be created in the table ‘Analytical determination’. In | check
each row, the following must be provded

- a selection must be made in the Purpose of analysis’ picklist

- at least one selection must be made in the ‘Analysis type picklist

- gither an attachment must exist in the ‘Attached methods/results’

field, or a reason for not providing a method/result must be indicated. To

this end, make a selection in the field Rationale for no results” and

inseit an explanation in the Justification’ field, clearly stating the

reasons for not prowding the information

Rule level

2 Failure

D Failure

Mote that the "Analysis type' field is a multi-select list; if several
selections are made, the cormesponding results or justifications for all
must be oeovaded in the same ow I vou select ‘other” in_anw of the

Back

ECHA.EUROPA.EU
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Location of th
failure

~

Name of the table

Validation assistant (5/7)

-4 Validation assistant wizard

Submission checks (16) 1 Quality checks (2) |

WValdated entity: TestSubstanceX / TestSubstanceX / TestSubstanceX / 9043-30-5
Mime of validation: 2017/05/09 20:57-13
WValidation scenano: SC0144 - Registration, lead >1000, own 10-100/100-1000/=1000, CSR., own GSU

Number of the
row in that table

Error description _—

ECHA.EUROPA.EU

Bu s rules (2), Completeness check rules (14)
£ Re-che €) Open document é Bl Copy report By Copy selected row(s) Filter: All
Rule ~ Saﬁon number Section name  Document na... Message )
TCC_0104_02 (1.4 Analytical Analytical The ‘Analytical information’ provided in section 1.4 is incomplete. At
Information.  |Information least one row must be created in the table ‘Analytical determination”. In
. |Analytical each row, the following must be provided -
— 7 |determination, - a selection must be made in the Purpose of analysis’ picklist
(2) - gt least one selection must be made in the ‘Analysis type’ pickhst
- gither an attachment must exist in the ‘Attached methods/results’
field, or a reason for not providing a method/result must be indicated. To
this end, make a selection in the field Rationale for no results’ and
insert an explanation in the ‘Justification’ field, clearly stating the
/m for not providing the information.
// Note that the ‘Analysis type’ field is a multi-select list; if several
/ selections are made, the comesponding results or justifications for all
must be provided in the same row. If you select ‘other.” in any of the
picklist fields, the adjacent text field must be filled in.

© Validation assistant - Report
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Validation assistant (6/7)

-4 Validation assistant wizard

Vahdated entity: TestSubstanceX / TestSubstanceX / TestSubstanceX / 9043-30-5

e Refresh the Validation Assistant 70-1000/>1000. CSR. own GSU m
report after correcting a failure.
Click Re-check.

E Re-check €) Open document é E' Copy report q;j Copy selected row(s) Filter: All * Rule level: All -
Hule ~ mection number Section name  Document na... Message Rule type Rule level
TCC_0104_02 1.4 Analytical Analytical The ‘Analytical information” provided in section 1.4 is incomplete. At Completeness

Information, Information least one row must be created in the table "Analytical determination”. In |check

Analytical each row, the fol’ ; i .

e, 4 setecron Wl I nght—cll_ck on a_TCC failure to be
el automatically directed to the
eld. or a reason . q
this end, make ; error location in IUCLID ®
insert an explana. -
reasons for not providing the infc 3 . documept &

Note that the ‘Analysis type’ fiekBly Copy report Q} weral
selections are made, the comes . ., lions for all
must be provided in the same o Copy selected row(s) any of the
| picklist fields, the adjacent text field must be filled in _ | =]

© Vaiidation assistant - Repor [ Back |

ECHA.EUROPA.EU
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I Maigation panel

Search | TOC Annotations
Result type Substance

Query type | Get all substances

[ Cloar | | Search 0

DIRd | x
Y Fitw
Chemical na... Legal entity ... Reference s... Lasi modfic
TestSubsta
/
TestSubst{Training Co... (] TestSubsta2017-05-09T...
é H /9043-304
.
é %T-slSubm
TestSubstaTraming Co /IUPAC n2017-05-09T
. | 17 14414302

if)qsplaymg 2 result(s).

ECHA.EUROPA.EU

Validation assistant (7/7)

TestSubstanceX [ TestSubstanceX / TestSubstanceX / 9043-30-5
RS X @

Substance nama”
TestSubstanceX

Publhc name

Legal entity flags

Legal entity”
M Training Company / Helsinki / Finland

Third party flags
®

Third party

Role in the supply chain v

Identification of substance v

Type of substance

i Information | il Clipboard manager T Att
Type & Substance

uuo |m1d1594?02453&5¢33-?3291chﬁ919
Dossier ULID |

You can (un-)hide the Validation

Assistant clicking on this icon

59
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Creating a complete dossier

e Create the dataset
e Fill-in the information

e Run the Validation Assistant on the dataset
e Correct the failures

e Create the dossier
e Run the Validation Assistant on the dossier

e In case of failures, correct the dataset or re-create
the dossier )

ECHA.EUROPA.EU 61
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e Select the dataset

e Right-click and
create dossier

ECHA.EUROPA.EU

Dossier creation

‘l! Navigation panel

Search  TOC Annotations

Result type | Substance -
Query type ' Get all substances -

=z ~

D@ @l X

Y Fiter

Chemical name Legal entity name Reference substance Last modification date
CambridgeTestSub

é Test substance 1 |Example Company 1 @ /WPAC_name/ [2016-08-11T19:52:13...
£00-001-0

| Test vanadium /

substance 2 est company WPAC / 2016-08-11T20:32:28...
I 231-171-1

Open

Create Dusserb
Print...

Generate report...

Export...
Delete

& X & 1 ¢ o)

Valdate...




CECHA

Dossier creation wizard

e Select the correct dossier type

. '{ Dossier creation wizard X

Substance

Select submission type for a Substance

- i~ REACH Registration 1 - 10 tonnes, physicochemical requirements - T‘
{~ REACH Registration 1 - 10 tonnes, standard requirements

{~ REACH Registration 10 - 100 tonnes

{~ REACH Registration 100 - 1000 tonnes

{~ REACH Registration above 1000 tonnes

{* REACH Registration member of a joint submission - general case

{~ REACH Registration member of a joint submission - intermediates
{~ REACH Registration on-site isolated intermediates above 1 tonne
™ REACH Registration transported isclated intermediates 1 - 1000 tonnes

" REACH Registration transported isolated intermediates above 1000 tonnes

{~ REACH Substance Evaluation ﬂ

[T Use advanced settings

ECHA.EUROPA.EU
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Dossier creation wizard
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e Fill-in the dossier header

*

'0; Dossier creation wizard

Administrative information: Enter additional information concerning your dossier ]

Submission type | REACH Registration member of a joint submission - general case

Cozsier name (given by user}

Cossier submission remark

Type of submission

Information provided by the lead on behalf of the member(s) |

[T Chemical zafety report
[T Guidance on safe use

[T Review by an assessor

Tonnage band(s) of the member registrant —

Tonnage band betweenito1 ... ¥
On-zsite izolated intermediates tonnage band (REACH Article 17) ¥
w

Transported isolated intermediates tonnage band (REACH Article 18}

ECHA.EUROPA.EU



.EU.RC.:PEAN CHEMICALS AGENCY DOSSie r Creation Wiza rd

e Fill-in the dossier header for update

“d, Dossier creation wizard X

Administrative information: Enter additional information concerning your dossier
Submission type | REACH Registration member of a joint submission - general case r—

Specific submissions =

¥ |The submission is an update

Last submission number AB12345-67

Reason for updating

[+ | Further to a requestidecision from a regulatory body

v A®
CCH-C-12345689-01 A @ X
Number CCH-C-12345589-01
Remarks

W [|Spontaneous update

v AE
change in classification and labeling ~ @ X
Justification change in classificati ... | | Other

Remarks

ECHA.EUROPA.EU
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Open the dossier

IUCLID & - O X
< Copy and paste the
Fie Edt User Admin Help daossier UUID here.
Press Enter to open the 341530-5a71-497c-Oeb Le I EEGHadS
_ﬂ'l | | @ dossier 1 1-497c-De61-e 36T Bads! Q
|Search Components | Annotations | w5 | x| @ A
T Dossier header ' 3
=[] A_I5_MBER / SUBSTANCE - Test s .
@ g, Test substance 1/ UPAC_nam Dossier submission type 7
Name »
REACH Registration member of 8 ot Submission - general case ’
Versen »
reach 2.0 ,
Dossier name (ghen by user) "
Test dossier =
Dossler subject 7 &
Dossier subject »
@, Test substance 1/UPAC_name ’
Submitting kegal entty ’*
-
f nformaton . Cipboard manager W Aftachments %Imm [ annctatons
Type | P— = L=
UUD | £4341530-8a71-457c-9e6 - 31669880451 l
. , | Dosser UUD |4341530-6071-497c Se6t-e3m631451 | _
" ¥ E|

ECHA.EUROPA.EU
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Validate the final dossier

Search | Components Annclations
Cuery type | Get all dossers

< |UCLID 6 - (] *
Fie Edt User Admn Help
‘i‘ | | ‘ | ﬂ ( Search by LILID)

e ~

R_JS_MBER / SUBSTANCE : Tes! substance 1/ UPAC_name / 2016-06-06 / Teat dosaker

‘ W ahds

ton previdw

|0 &1
T Fiter
R_JS_MBER /
SUBSTANCE : Test
T est substance 1 2016-09-06T10:16:07 956+03.00
2016-09-06 | Test
dossier B open
W Print
2] cenerste Right-click on the final

dossier and run the
validation assistant
on it before exporting
the dossier.

ECHA.EUROPA.EU

|5 | X @
Dossier header 3
Dossier submission type
Name

REACH Registration member of 8 joint submission - general case
Version

reach 2.0

Dossier name (given by user)

Test dossier

Dossier subject

Dossier subject

@b, Test substance 1/UPAC_name

Submitng legal entty

Dossier creaton date/tme
2016-09-06 10:16:07 EEST
f Informaton paned

§ wtormaton | i Cipboard manager W Attachments (D) Modification history [ Annctations

Type Dosser
UUD |44341530-5471-497c Se61-e 306910451
Dossier UUD 44341535547 1-497c- 961038650451
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Export the dossier

Sea'ch | Components Annotations
mwm -
Mw:ﬁﬂﬂm -

=a [Cser I8

@ [ o | X
T Fiter
Ereaton date
IL.IS MBER
SUBSTANCE : Test
@ mmr, l’ﬂm 1 B-09-05T10:16:07.956+03.00
HM6-09-06 | Test
dossier
ﬁ Print Your dossier
[El cererste repont is ready to be
@ Expn exported.
X oul®
&b Voldate
ﬂ Dissemnaton prevew
Pisplaying 1 resulis).

ECHA.EUROPA.EU

-4 UCLD & _ 0 »
Fie Edt User Admin Help
* l l E l n Search by LLID)

R_JS MBER / SUBSTANCE : Test substance 1/ LPAC_name / 2018-09-08 / Test dossier

| w5 | X | @

Dossier header
Dossier submission type
Name
REACH Registration member of 8 joint submission - genersl case
Version
reach 2.0
Deasier name (given by user)
Test doasier
Dossier subject
Deasier submed
o, Test substance 1/LPAC_name
Submiting legal enty

2016-09-06 10:16:07 EEST

T |-
fhi"}"'m':"‘ .ww %w Gwm Em
Type . Dossmer
UUD |44341530-6a71-497c-Se6 -0 B0 10451
Dossier UUD |44341530-5a7 1-497c-Geb1-e 31865150451

S SUS—_—————————-——————————————————————.—F K]

68



Technical Completeness Check




EEEEEEEEEEEEEEEEEEEEEEE

Technical Completeness Check (TCC)

e The technical completeness check ensures that all the
required elements are in the registration dossier as per
Article 20(2) of REACH Regulation

o It is performed on each registration dossier submitted to
ECHA - both initial and update submissions

e It consists of automated checks that can be replicated by
the Validation Assistant and manual checks performed by
ECHA staff

echa.europa.eu 70



CEC HA TCC outcome (1/3)
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TCC passes:
« Message from ECHA in REACH-IT

- If the payment (if invoice was issued) is received on
time, your submission is complete and a positive decision
is sent to you via REACH-IT

» Initial submission: registration number assigned
» Update of existing registration: ECHA will accept

the updated information in the database

echa.europa.eu 71



" EC HA TCC outcome (2/3)

EUROPEAN CHEMICALS AGENCY

Failure of TCC 1st time:
e Letter in the REACH-IT task box

e Both initial submission and update of existing
registration:

» Only one possibility to submit a complete dossier

» Deadline specified in the letter

echa.europa.eu 72



" EC HA TCC outcome (3/3)

EUROPEAN CHEMICALS AGENCY

Failure of TCC 2M time:

e Negative decision in the REACH-IT task box, informing that
submission is rejected

e Initial submission:
» Registration number not granted
> Fee is not refunded (if invoice was issued)

o Update of existing registration:

» The updated information is not accepted into the ECHA
database and subsequent processes

» You keep your registration number

echa.europa.eu 73
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Manual checks at completeness check

e As of 21 June 2016, the automated completeness check
was complemented with additional manual checks by
ECHA staff of certain elements of the registration dossier
that cannot be checked automatically

e Not displayed by the Validation assistant

e Document with information on manual checks area is

published on the ECHA website, under Support ->
Manuals:

> https://echa.europa.eu/manuals

echa.europa.eu
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CECHA Areas for manual checks
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1. Substance identification (IUPAC name, composition,
manufacturing process description of UVCB substances,
analytical information)

2. Justification for waiving of standard information
requirements (physicochemical, environmental fate and
hazard information, toxicological and ecotoxicological
information)

3. Testing proposals on vertebrate animals (presence of
considerations for adaptation possibilities)

4. Justification for waiving of Chemical safety report.

echa.europa.eu 75
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CECHA Key points for completeness

EUROPEAN CHEMICALS AGENCY

e Be clear and transparent

e When providing a justification, always summarise the main
points of the justification in the expected field, and if
needed refer to a section/field where more details are given
- note that reference alone is not enough

e Use the correct field to provide the information

e In case your submission has failed TCC, refer to the letter
and read through the failure message in Annex 1 carefully

e To avoid introducing new completeness check failures it is
not advisable to update any other parts of the dossier than
those listed in Annex 1

e Annex 2 of the communication letter provides technical
advice on how to update your dossier

echa.europa.eu 77
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« In case of technical completeness check failure, you
will receive a new Task in REACH-IT

‘* REACH-AT Tonur Oy - § Tohiene B Wasks (B & Scotaeded B Merasge j o

Submit a dossier

echa.europa.eu 78



rECHA Additional support (1/2)
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e Assign a relevant contact person in REACH-IT
e Make sure

» Contact is responsible for the submission

» Person can be contacted via phone/email

» Your contact details up to date

Manage company

= Company information
Company size
i% Email notification settings

8 Contacts

0, Locate

Contact (first or last name):

echa.europa.eu 79



¢ EC HA Additional support (2/2)

EUROPEAN CHEMICALS AGENCY

e We may contact you by phone

» Remind you the technical completeness check deadline
is approaching

» Assist you with complex failures

e Summary email always sent after the call

We are here to help you.

echa.europa.eu 80



ZECHA Webinars
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« Webinar on the completeness check process

» Completeness check - preparing a reqgistration dossier
that can be successfully submitted

April 2017

> REACH 2018 webinar: Completeness check - preparing
a dossier and the most common failures

March 2018

> REACH 2018 guestions and answers - everything you
want to know about reqgistering successfully

19 April 2018, 11:00-12:30 EET (Helsinki time)

echa.europa.eu 81
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IUCLID Cloud (1/2)

e A new platform for delivery of Business Information systems
in ECHA

e The first service focuses on IUCLID
J

<

1IVUUuULiy 6 _
Trial IUCLID Cloud Trial

I/ 6
SME IUCLID Cloud for SMEs

echa.europa.eu 83
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IUCLID Cloud (2/2)

Aimed for SME users to prepare registration dossiers under
REACH for 2018 deadline

Work fully on a web browser without installing anything locally
Automated backup and data recovery in case of data loss
Immediate subscription activation

Up to 1 GB of secure data storage

Target 24/7 availability except for pre-defined maintenance
periods occurring outside the working hours

Controlled service updates with every new release

Facilitate working anywhere (easier remote access) and
delegation to consultants

IUCLID Helpdesk support during office hours
Integrated help and support for dossier preparation
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~ EC HA Guidance and Support

EUROPEAN CHEMICALS AGENCY

Support e

This section of the webaite provides toch and practical guidance 1o companies which kave responsibilities under the EU chemicaly legalation.

Questions and answers
u Bagstraton [ nsacm | Are you an SME?

o Sbarae waerd - u = Gatzing itarted with tha EU che by lsgialaticn
Sudvirangs idarrioaT

= SME fees under REACH and CLP

& SME fert whdsr Besrwdsl Producrs Regulsnon

#a® Yo from mdusory o me guaseral gublic

Gt arswers related tor

REACH-IT IsCLID & CHESAR
= REACM
- - = CLP
3 -
& {1 L - Biockde
miap 3 P Baor wFIC UG

= sometheng slse

L4 Are you from a National Authority?
DA Chinaill Sareios AR il e P Corlir
= Got support I stcessing and wsing ECHA's IT tools
‘E Heed to contact your national helpdesk?

= Mational Helpdesia

CON (N R

Gundarcs SoDmantl w Gulenos doturrentl ® Guadancs doterments ® Publostons
& Subrriiesn of CLH dodiars & Erreiiadd ioandid doduamanti & o abuAdri
» Micture dassfcaton = R4BP 3 » The UK's withdrawal from the EU

= Procogal exsmples of expoture

10 T T
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Guidance document
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Contact

ULTATIONS WMATION ON CHEMICALS

SUPPORT

REACH

Guidance

Guidance documents aim at fltl:ltﬂll‘ﬂ? tha implemantation of the legislation in ECHA's remit by describing good praction on how o fulfil the obligations. They are developed with

the participation of many stakeholders: industry, Member States and NGOs.
Guidance Documents

These decuments have been developed with the participation of many
stakeholders: Industry, Member States and NGOs. The cbjective of these
documents is to facilitate the implementation of the legislation in ECHA's
remit by describing good practios on how to fulfil the obligations.

= Read more

Factsheets

Thase decuments address specific key points on & selection of the main
topics under ECHA's responsibility, including the chemicals legislation and
IT tooles where these points are not already covered in guildance
documents and manuals.

= Read more
Practical Guides

These documents provide practical information on REACH, CLP and BPR
reguirements and bast practice on how to fulfil them,

= Read mora

Guidance in a nutshell

Tha Eurcpean Chemicals Agency (ECHA) ks preducing o series of
shortened versions of the REACH Guidance Documaents in order to make
the correspanding Guidances Decuments pullithed by the Agency mare
acoestible for industry,

= Raad more
Consultation procedure table

Consult the different steps of updating and developing Guidance
documants.

& Raad more

Identify your obligations

With this tool you can determine your cbligations under REACH and find
the appropriste guldance on how te fulfil them,

& Raad mora
Formats

Industry and authorities can download templates here to use in the
context of REACH, CLF and BPR.

= Raad more

echa.europa.eu

87



"ECHA

EUROPEAN CHEMICALS AGENCY

HECHA

EURDPEAN CHEMICALS AGENCY

Registration manual

About Us Contact

PUBLIC CONSULTATIONS INFORMATION OM CHEMICALS

ECHA : Support > Dossier Submission Tools > Manuals

Dossier Submission Tools

Manuals

REACH-IT
IUCLID
CHESAR

SPC Editor

R4BP 3

=PIC
ECHA Cloud Services

Validation Assistant

Manuals

Manuals on preparing REACH and CLP dossiers

The aim of the manuals on How te prepare REACH and CLF dessiers is to help
companies to prepare, create and update IUCLID dossiers.

The manuals highlight the IUCLID sections that must be completed for the different
dossier types, to prepare a valid and complete dossier that can be submitted to ECHA
through REACH-IT. These manuals are also integrated in IUCLID.

Step-by-step instructions for completing the different IUCLID sections and processing
each submission are provided in the manuals alongside overviews of the processes

and legal concepts involved.
These manuals replace the former Data Submission Manuals (DSMs].

= Transition table between old and new manuwals [POF] [EN]

How to prepare registration and PPORD dossiers

0 ECHA performs a completeness check on each incoming
registration to ensure that the required information is provided.
This check includes 2 manual verification of certain elements that
cannot be checked automatically. You can find further information

on this document:

= Information on manual verification at completeness
check [PDF] [EM]
el [ (] (2] [ (o] (2] ] 6] (3] ] ef (] (] (] (][] o] (4] o] BH
[

echa.europa.eu

TOOLS FOR DATA SUBMISSION

.* " REACH-IT
." = IUCLID &

SEE ALSO
= How to improve your dossier
= Webhinars

" REACH 2018
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Registration manual — IUCLID 6

File Edt pugns| Tiep | | OF Press F1
;& | o | o (Search by UUID)
|4 Help Navigator - a h

“|® Mavigation panel Fie View Go Tools Hew
Search Components Annotations | TOC S

. - -
REACH Registration 10 - 100 fonnes E * ’ ‘ é “%
T Teut fiter hid Contents , =
. I Functionalities of IUCLID 6
@[l 0Reloted nformation "El This is a conventional software manual that describes the
¢ [ 1General information Li- @ Functionaities of UCLID & functions available in IUCLID 6. In general, the content is nat

i) g 3 Monufacture, use and exposure

(&) g 4 Physicaland chemical properties
- @i  Environmental fate and pathways
1 [ 6 Ecotoxicological information

- 7 Toxicological information

[ & Anatytical methods

[+ g 11 Guidance on safe use

i [ 12 Literature search

i [ 13 Assessment reports

o] E 14 Information requirements

i' 2 Classification & Labeling and PET assessment

REACH Application for Authorisation

* REACH Downsiream user report
*g REACH Notfication of substance in artickes
i' @ CLP ARernative name request
Jr'@ CLP Classification and labeling notification
‘i-@ BPR Preparing a dossier

[ Gossary
-69: Documents in UCLID

REACH Inquiry
REACH Registration and PPORD |

specific to any particular legislation. In the application

interface, clicking on a help icon, 0_ opens this manual at
the start of the most relevant section it can find. This manual
is also available in PDF format on the IUCLID 6 website, in
the original English, and translated into the following 22
languages

Bulgarian, Croatian, Czech, Danish, Dutch, Estonian,
Finnish, French, German, Greek, Hungarian, ltalian, Latvian,
Lithuanian, Maltese, Palish, Partuguese, Romanian, Slovak,
Slovenian, Spanish and Swedish

2. Step by step guides on how to prepare data for
submission to ECHA under specific legislations.

If you are using IUCLID 6 to prepare data for submission to
ECHA under a particular legisiation, and you are not sure
what to do next, itis recommended lhatyau start by reading

g il FUTRY

I~ Wanufacturer

I™ importer

[¥ Only representative
[~ Downstream user

echa.europa.eu
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~ EC HA Webinars

EUROPEAN CHEMICALS AGENCY

HMECHA sboutUs  Contac

EURDPEAM CHEMICALS AGEMCY

PUBLIC CO® LTATIONS INFORMATION ON CHEMICALS SUPPORT
REACH

The Support section prowvides tools and practical CLP
guidance to companies which have responsibilities

Formats and templates

_— = [} -
under the EU chemicals legislation. ® (udance on CL Publications

= Sybmission of CLH dossiers

s Mixture classification
REACH b

" Guidance on REACH PR Small ¥nd medium enterprises
8 Identify your company obligations

® Gudance on BPR Getting started with EU chermicals legislabion
= Emission scenand documents

® Registration

" Substance identification Directors’ Contact Group
irectors’ Cont
= How o improve your reg stration dosswer

® Testing methods and albernatives The UK's withdrawal from the EU

" How to apply for authonsation = Gudance on PIC

" Restriction

* How to submit downstream user reports

» Spoog-economic Analysis in REACH [@ QiAs l

|.¢~ Helpdesks J

[ i contsat J
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C“ECHA REACH 2018 web page

EUROPEAN CHEMICALS AGENCY

HMECHA Mo Us  Contac

EURDPFEANM CHEMICALS AGENCY

PUBLIC CONSULTATIONS INFORMATION ON CHEMICALS SUPPORT

Are you new to

Search for Chemicals
REACH?
1 by N i
[} Are you a
I have read and [ accept the legal notice b B consum EI‘?
News REACH
S CISTER
B RAC recommends an occupational
| .
exposure limit for benzene ﬁ ll“
21 201 ‘
At its March meeting, the Committee for Risk Assessment (RAC) REACH-IT IUCLID 6
also recommended occupabional exposure imits (OELs) for two other
substances: mickel and its compounds and acrylonitrile, These
opimions conclude the response to the European Commission, which @ ogh

for the first time asked RAC to assess the scentific basis for setting
OELs. CHESAR R4BP 3

*\; .. .

(L *
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ECHA Contact form

EUROPEAN CHEMICALS AGENCY

MECHA ol pEnm

EURDPEAN CHEMICALS AGENCY

BT o

Contact - REACH

ECHA > Contsct

) Your request
Got a question?

* Request bype
Flease select:
Are you from industry or the ge

My gquestion is related to:

* Question
" REACH { /

State your quastion.
" CLP For questions regarding regulatory obligations, please state
For technical issues, please give the date, time and country

the role of your organisation.
vhen it occurred

= Biocides
» pIC

= something else Pleass attach any additicnal information that vou consider relevant. File size must not exceed SMB (accepted formats doc, docx, pdf, xsl, xl=< and zip).

| Erowse...
! _ Browss... |
Browse...

Are you from a national authority?

s Get support

Need to contact your national helpdesk?

= National helpdesks
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CECHA Follow us

EUROPEAN CHEMICALS AGENCY

e Subscribe to our news: Tip of the week

e Follow us on Social media

> Facebook
> LinkedIn REACH 2018 FONRN i IIHI:IEI
> Twitter

b
> YouTube
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tECHA Useful links

EUROPEAN CHEMICALS AGENCY

« ECHA website nttps://echa.europa.eu

« Guidance document https://echa.europa.eu/support/quidance

- Registration manual https://echa.europa.eu/manuals

« Document on manual verification https://echa.europa.eu/manuals

« Webinars https://echa.europa.eu/support/training-material/webinars

- REACH 2018 web page https://echa.europa.eu/reach-2018

« Contact form https://echa.europa.eu/contact

 Follow us on social media: Facebook, Linkedin REACH 2018, Linkedin,
Twitter, YouTube
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Thank youl!

Subscribe to our news at
echa.europa.eu/subscribe

Follow us on Twitter
@EU_ECHA

Follow us on Facebook
Facebook.com/EUECHA




