Slide 1

ECHA

EUROPEAN CHEMICALS AGENCY

REACH IT tools training:

- IUCLID 6
- Completeness Check
- Regulatory processing
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European Chemicals Agency

Skoleni tykajici se nastroji REACH-IT:
. IUCLID 6

. Kontrola Uplnosti

. Regulacéni zpracovani
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Agenda

« IUCLID 6 functionalities
+ Validation assistant

* Dossier creation

» Regulatory processing
* Summary

« Support and guidance

Program

. Funkce aplikace IUCLID 6
. Validation Assistant

. Vytvoreni dokumentace

. Regulacni zpracovani

. Shrnuti

. Podpora a pokyny
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IUCLID 6 functionalities

Funkce aplikace IUCLID 6
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Creating a complete dossier in IUCLID

« Go to IUCLID )

¢ Create a substance dataset

¢ Fill-in the information )

~

¢ Run the Validation Assistant on the dataset

¢ Correct the failures

e Create the dossier )

e Run the Validation Assistant on the dossier

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

ECHA.EURGPA.EU 4

Vypracovani kompletni dokumentace v aplikaci IUCLID

1.

2.

Prejdéte do aplikace IUCLID.
Vytvorte soubor Gdajl o latce.
Vyplite pozadované informace.

Zkontrolujte soubor daji pomoci funkce Validation Assistant.
Opravte chyby.

Vytvorte dokumentaci.
Zkontrolujte dokumentaci pomoci funkce Validation Assistant.
Pokud jsou v ni chyby, opravte soubor Gdaji nebo vytvorte dokumentaci znovu.
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E C HA https://iuclid6.echa.europa.eu/
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Sign In

I U C LI D 6 Search the IUCLID 6 website @

Advanced search »

Home IUCLID Product Download Software Support News

f [w]o]=]+

IUCLID = Home

28 April 2017

Fie Edt User Admn Hep JUCLID 6 ver Download data. e g
A new seni, b =ren

[ | AN
bug fixes reference substances;
—_ dosster! FAQ regarding installation,

e ~clog| Search | Toc | Annotations
24 March

Signinand . e\ migration from IUCLIDS5 to

download the Rl mewcLo IR, G
S i 2017 onwards. Technical manuals
application website. Before the ¢
BERIBI any additional information they
‘Substance name® 22 March 2017

REACH study results are published
REACH study results is a collection of non-confidential substance data that
was submitted to ECHA under the REACH regulation. It is now available to
download free of charge from this website.

Download

echa.europa.eu 5

Download (Stahnout)

Supp

Pfihlaste se a stahnéte si aplikaci.

ort (Podpora)

Stahovani Gdajl, napt. referenéni latky,
Casté otazky tykajici se instalace,
migrace z verze IUCLID 5 na IUCLID 6,
technické prirucky

atd.
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ECHA Main functionalities
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File Edit Use-_Z

Create new or v Create a \ Search by UUID =

modify your template to

existing reuse same
substances here endpoint data View your
Main in different dossiers dministration
B\  datasets. /_/
3 ) 58,
Mixture / Product Template E= My account
Dossier Import files: LE,
Store chemical \ reference substances /
information on particular Valfickie e culbsEmnes v
chemicals once in the datasets and also the

= substance datasets,
database and link it from final dossiers in order

there to any IUCLID to minimize the risk

rors
3

Reference substance

B

Import Bulk export

Legal entity site

=L View what

: : : Validat tant R i
Pa— information will B i ( Estm;ate the )
&= ' % be published . &
P o on the ECHA e
Contacts Chemical inventories Literature reference ~ Test materils : ?
website
Dissemination preview Fee calculator Help
echa.europa.eu 6

Hlavni funkce

Pole pro volny text v pravém hornim rohu

. Vyhledavani podle UUID

Substance (Latka)

. Zde mvﬁiete vytvorit novou latku nebo upravit stavajici latku.

Template (Sablona)

. Vytvorte si Sablonu, abyste mohli pouzivat stejné Udaje o sledovanych vlastnostech
v riznych souborech tdajd.

Dossier (Dokumentace)

. ProhliZzejte své dokumentace.
Import
. Importujte soubory:

. LE,

«  soubory Udajl o latce,
. referencni latky.
Reference substance (Referencni latka)
. Ulozte si informace o konkrétnich chemickych latkach jednou do databaze
a odkazujte na né z libovolného oddilu aplikace IUCLID.
Validation Assistant (Ovérovaci asistent)
. Ové&fujte soubory Udajd o latce a také kone&né verze dokumentaci, abyste se
vyvarovali chyb.
Dissemination preview (Nahled zverejfiovanych informaci)
. Zjistéte, jaké informace budou zverejnény na internetovych strankach agentury
ECHA.
Fee calculator (Kalkula¢ka poplatk()
. Odhadnéte vysi poplatkd
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Seznam soubori Gdajt

CECHA
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Datasets’ list

« Find your dataset from the list of all the

< IUCUD 6 substance datasets
File Edit User Admin Help
| | izl @
-4 IUCLID 6
File Edit User Admin Help
Main tasks &0 | ©® e

Mixture / Product

Category

Substance

Template

W

Annotation

“|= Navigation panel

Search | TOC Annotations

Result type | Substance
Query type | Get all substances

=X -

DiE® |IX

|Y Filter |

Chemical name Legal entity name Reference substance Last modification date
TestSubstanceX /

é TestSubstanceX |{Training Company @ TestSubstanceX / 12017-05-09T20:29:49.189___
9043-30-5 / 944-347-4

& TestSubstanceZ |Training Company E;féjb::};‘:ﬁiw 430  [2017-05-09T20:29:35.252

echa.europa.eu 7

Vyhledejte soubor dajt ze seznamu véech souborl Gdajd o latce.
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IUCLID 6

File Edt User Admin Help

& | | e

Search| TOC _Annctations
REACH e table of contents

Y Text finer i
@[l 0 Reisted information
& [’ 1 Generalinformation
@ [B 2 Clssification & Labeling and PBT assessment
@ [ 3 Manutacture, use ang exposure
-l 4 Physical and chemical properties.
@il 5Environmental fate and pathways
@ [ & Ecotoxicological information
@[l 7 Toxicological information
[l & anaitical methoas
@[l 9 Residues in food and feedingstutts
o8 = RUJ against target organt
[l 11 Guidance on safe use
B 12 Lterature search
@ [ 13 Assessment reports
@[l 14 ntormaton requirements

Dataset’s content

Click on ‘TOC’ to display the table of

contents of the dataset
By default, the view is ‘REACH Complete’

Select the relevant view from the black
arrow

F Regulation - CLH dossier
REACH Annex XV - Restriction
REACH Annex XV - SVHC
REACH Application for authorisation
REACH Complete table of contents
REACH Downstream user report
REACH Inquiry
REACH Notification of substance in article
REACH PPORD

REACH Registration 1- 10 tonnes, physicochemical requirements
REACH Registration 1 - 10 tonnes, standard requirements
REACH Registration 10 - 100 tonnes

REACH Registration 100 - 1000 tonnes

DEACKH Doo o abouo 4000 tonoo

echa.europa.eu 8

Obsah souboru udajt
Kliknéte na ,TOC", chcete-li zobrazit obsah souboru }Zldajfl.
Vychozi nastaveni zobrazeni je ,REACH Complete" (Uplny obsah dle nafizeni

REACH).

Zvolte prislusné zobrazeni pomoci ¢erné Sipky.
Modré ramecky ukazuji moznosti hlavniho Zadatele o registraci.
Oranzovy ramecek ukazuje moznosti vedlejSiho zadatele o registraci.
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*. IUCLID &

Fle Edt User Admin Help

& | | B e

Search| TOC | Annctations.

+ Mandatory sections are marked with a red
asterisk

REACH Registration above 1000 tonnes. - | ¥
Y Tex fiter =

@[l 0Reiated ntormation
© & [Emmoner]

@[’ 11 Wentification

[’ 12 Compositon

-l 1.3 identifiers

& [’ 1-4 Anaiytical Information

« [l 1.5 Joint submission

I 1.5 Sponsers

- [l 1.7 Supplers

[l 1.8 Recipients
@) @i’ 2 Classification & Labeling and PET assessment
- 3 Manutacture, use and exposure
3} E 4 Physical and chemical properties
-gi" & Environmental fate and pathways.
- & Ecotoxicological information
) [@’ 7 Toxicological information

ECHA.EUROPA.EU 9

Stromové zobrazeni oddild
. Povinné oddily jsou oznacené Cervenou hvézdickou *.
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~ EC HA Data requirements
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K |
Search| TOC | Annotations Search| TOC | Annotations
REACH Registration 1 - 10 tonnes, standard require ... ¥ REACH Registration member of a joint submission - ... ¥
Y Text fiter “ Y Text fiter =~
[]---E 0 Related information D...E 0 Related information
- 1 General information &-Ji° 1 General information
[]...E" 2 Classification & Labelling and PBT assessment D'"E 2 Classification & Labeling and PBT assessment
-’ 3 Manufacture, use and exposure - 3 Manufacture, use and exposure
[}'EA 4 Physical and chemical properties [ 4 Physical and chemical properties
S £ Envi
[ E" 5 Environmental fate and pathways B 5 Environmental fate and pathways
[]...E‘ & Ecotoxicological information [E08 § Ecotoxicological information
7 Toxicological inf ti
= E pricelogical miermation [ 7 Toxicological information
- 3 Analytical methods
E v [ 8 Analytical methods
[]---E‘ 11 Guidance on safe use
D'"E 11 Guidance on safe use
----- E 12 Literature search
12 Literature search
[]---E 13 Assessment reports
[]---E 13 Assessment reports
I:I---E 14 Information requirements
E]---E 14 Information requirements

echa.europa.eu 10

Pozadované udaje

Pozadavky na hlavni dokumentaci v porovnani s pozadavky na vedlejsi
dokumentaci.

Hlavni zadatel o registraci musi jménem vedlejsich Zadatell predloZit Udaje

v oddilech tykajicich se sledovanych vlastnosti. Za kvalitu té&chto Udajd odpovidaji
vSichni Zadatelé zpracovavajici spole¢né predlozeni (nejenom hlavni zadatel).
Pokud vedlejsi zadatel nesouhlasi se spole¢né predkladanymi udaji nebo pokud
mnozstevni rozmezi spolecného predloZeni nezahrnuje mnozstvi vedlejsiho
7adatele, mdZe dotéeny vedleji zadatel vyplnit idaje v oddilech 4-8 sdm za sebe.
To se povazuje za odstoupeni od spolec¢ného predlozeni informaci a samostatné
Udaje je zapotiebi uvést v oddilu 14 aplikace IUCLID. V pfipadé odstoupeni od
spolec¢ného predlozeni informaci se za registraci uc¢tuje vyssi poplatek.
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T“ECHA Filling-in a dataset
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e Right-click on a section to create a new
Fle EdR User Admin Help record or a new endpoint summary

a0 | (K

*| Navigation Panel |2 Navigation panel
= To¢ Search| TOC | Annotations
| BEie e = REACH Registration above 1000 tonnes .
egis ation above tonnes Y Text fiter |v
Y Text fiter X . :
[l 0 Related information
@[l 0 Related information [+’ 1 General infarmation
a8 ﬁ 1 General information [+J@i° 2 Classification & Labelling and PBT assessment
| 1.1 Wentification [+ 3 Manufacture, use and exposure
E" 1.2 Composition [ 4 Physical and chemical properties
i 1.3 identifiers [+ & Environmental fate and pathways
5 =+l 6 Ecotoxicologica' *-5---* -~
[’ 1:4 Analytical Information ﬁf - @, New endpoint sumrmary
[ 1.5 Joint submission % New record I 6.1 Aquatic to E- Copy all to clipb rES
B 6.2 Sedimentt & 0Py allto clipboar
[l 1.6 Sponsors B 6.3 Terrestrial {
B 1.7 Suppiers : - lemesinall s Expand Plus
AU [ 6.4 Biological ¢ .
= #  Collapse Minus
' H 1.8 Recipients ’E 6.5 Biotransforiauun anu mineucs

ECHA.EUROPA.EU

VyplInéni souboru udajd

Aplikace IUCLID 6 je zalozena na zaznamech.
Pravym tlacitkem mysi kliknéte na nazev oddilu, pokud chcete vytvorit novy

zdznam nebo souhrn sledovanych vlastnosti.
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“ECHA Tips for filling in a dataset 1/2
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e Every value must be followed by a unit

Degree of purity A

e Every ‘other’ must be followed by a justification in the
designated free text field

& Picklist X

Select a value

hd

(CLP justification for requesting an Alternative name
(CLP CLH dossier

[REACH Annex XV - Restriction

IREACH Annex XV - SVHC

IREACH application for authorisation: summary of representative R and OCs.
IREACH Chemical safety report (CSR)

safety data sheet (3D3)

jotner.

e Every justification must be (scientifically) meaningful

ECHA.EURDPA.EU 12

Tipy pro vyplnéni souboru Gdajt 1/2

. Za kazdou hodnotou musi nasledovat jednotka.

. V pripadé zvoleni moznosti ,other" (jiné), musi byt v pfislusném poli pro volny text
uvedeno odlvodnéni.

. Kazdé odlvodnéni musi byt smysluplné (z v&deckého hlediska).
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CECHA Tips for filling in a dataset 2/2
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e Use free text templates as a guideline

Description of composition
AX

Attached descriptiol

-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 \

Option 1: Boundary composition of the substance
\Dption 2: Composition of a UVCE substance

DESCRIBE THE PROCESS BEHIND THE PARTICULAR COMPOSITION OF THE UVCE ...
SUBSTANCE

- ldentity 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 point):

Insert Cancel

echa.europa.eu 13

Tipy pro vyplnéni soubo

ru adaja 2/2

. Jako pomUcku pouzijte volnotextové $ablony.
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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 14

Potrebujete napovédu? Stisknéte F1
. Aplikace IUCLID ma integrovanou napovédu. Chcete-li ji vyvolat, stisknéte F1.
Obsahuje:
. informace o funkcich aplikace IUCLID,
«  napovédu, jak vyplnit pole v aplikaci IUCLID,
. prirucky k vypracovani dokumentace, napf. Jak pFipravit dokumentaci pro
registraci.
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Validation assistant
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Creating a complete dossier

N
¢ Create the dataset
¢ Fill-in the information
J
N\
e Run the Validation Assistant on the dataset
e Correct the failures
J
¢ Create the dossier )
e Run the Validation Assistant on the dossier
¢ In case of failures, correct the dataset or re-create the
dossier )

ECHA.EUROPA.EU 16

Vypracovani kompletni dokumentace
1.

. Vytvoite soubor ddaju.

. Vypliite pozadované informace.

2.

. Zkontrolujte soubor tdaja pomoci funkce Validation Assistant.
. Opravte chyby.

3.

Vytvoite dokumentaci.
. Zkontrolujte dokumentaci pomoci funkce Validation Assistant.
. Pokud jsou v ni chyby, opravte soubor ddajt nebo vytvoite dokumentaci znovu.
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Validation Assistant

= 0O
Search | TOC Annotations
Result type | Substance -
Query type | Get all substances -
e Access the substance
datasets list [searcn [P0
hiE s |l x
e Right-click on the Y Fite

data Set Wh i Ch you Wa nt Chemical name Legal entity name Reference substance  Last modification date
CambridgeTestSub)
Test substance 1 |Example Company 1 TUPAC_name/ |(2016-08-11T19:52:13...
to check and select é Ty /uPAC
v 1 4 wvanadium/
Valldate & Te:'ta 2 ‘Test company ‘@ IUPAC / 2016-08-11T20:32:28...
substance 2311711
—— ﬂ Open
a Create Dossier.
&5 Print..
5‘ Generate report..
@ Export...
X Delete
% ‘.-’alidme[l.}
ECHA.EUROPA.EU 17

Validation Assistant

Pourzijte funkci Validation Assistant (VA), abyste se ujistili, ze soubor Gdaju o latce
obsahuje viechny informace pozadované pro vase mnozstevni rozmezi a typ
piedlozeni udaji. Pouzitim funkce VA minimalizujete riziko, ze vase dokumentace
nevyhovi kontrole obchodnich pravidel (BRC) a kontrole technické Uplnosti (TCC),
nicméné moznost nevyhovéni kontrole BRC nebo TCC nevyloudi. Proto je dulezité
pegliveé sledovat ukoly a hlageni v systému REACH-IT, abyste obdrzeli jakékoli sdeleni
agentury ECHA v¢as a mohli odpovidajicim zptisobem zareagovat.

Funkce VA vam ukaze obchodni pravidla, ktera Ize kontrolovat na drovni IUCLID, ale
ne ta, ktera zaviseji na systému REACH-IT, napt. ndzev spole¢ného predlozeni, ¢islo
posledniho ptedlozeni atd.

VA zobrazi vsechna automaticky zkontrolovana pravidla TCC. Agentura ECHA
provadi dalsi ru¢ni kontroly, které nelze pomoci funkce VA replikovat.
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“ECHA Validation Assistant
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e Select the submission type

*d, Validation assistant wizard - O X
alidation assistant - Submission type specification
o=
Dossier type
Select submission type  REACH Registration member of a joint submission - general case I -

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

o Prowide the submission type informstion in order to det Back

ECHA.EURQPA.EU

18

Validation Assistant
. Zvolte typ predlozeni udaj.
. Kliknéte na tlacitko ,,Next« (Dalsi).
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fECHA Validation Assistant
e Provide the dossier header information to get the correct
outcome

*. Validation assistant wizard - o x

Step 3 - Validation assistant - Enter addtional information concerning your dossier

Type of submission

I Joint submission

Tonnage band(s) of the reg|

On-site isolated intermediates tonnage band (REACH Article 17) -
Transported isolated intermediates tonnage band (REACH Article 18) |l
ions

™ The submission is an update

Dossier specific information

Phasein phase-in - |3

I Reviewed by an assessor

Remarks

©  Submission type header information Back Next

ECHA.EURQPA.EU

Validation Assistant
. Zadejte udaje ze zahlavi dokumentace, aby byl vysledek spravny.
. Kliknéte na tlagitko ,,Next« (Dalsi).
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.:ECHA Validation Assistant

e Correct all the submission checks: both
business rules (BR) and technical
completeness check rules (TCC)

4, Validation assistant wizard

Validated ent\ty:Tes(SubstanceX tSubstanceX / TestSubstanc Quallty CheCkS are recommendatlons to
Vakision e enatis SCigyPPheg srsion. e >1000. aun improve the quality and consistency of your
data; not subject to completeness check

Submission checks (16) 1 Quality checks (2) 8
Business rules (2), Completeness check rules (14)

& Recheck Bl Copy repoit Filter All = Rule level- Al -
Rule ~ Section number Section name  Document na__. Message Rule type Rule level
BR177T 12 Composition Joint submission lead registrants must include at least one composition Business rule -
which describes the collectively agreed boundaries of the registered
substance. To this end, indicate in section 1.2 the Type of composition’ D Failure

as "boundary composition of the substance’. Multiple boundary
«compositions can be provided, if relevant.

TCC_0104_02 |14 Analytical Analytical The "Analytical information’ pravided 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 following must be provided:
determination, - a selection must be made in the Purpose of analysis’ picklist
2

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

- either 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 1@ Failure
insert an explanation in the Justification’ field, clearly stating the
reasons for not providing the information.

Note that the ‘Analysis type'field is a multi-select list; if several

selections are made, the corresponding results or justifications for all
must he orovided in the same mw_If vou select ‘other in anv of the -

© Walidation assistant - Report

ECHA.EUROPA.EU
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Validation Assistant
. V tomto piikladu se vyskytla jedna chyba tykajici se obchodniho pravidla a jedna
chyba TCC. Obg¢ je pted vytvorenim dokumentace potieba opravit.
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e Rule identifier

e Location of the
failure

Validation Assistant

'\’, Validation assistant wizard

Validated entity: TestSubstanceX / TestSubstanceX / TestSubstanceX / 9043-30-5
Time of validation: 2017/05/09 20:57-13
Validation scenario- SC0144 - Registration, lead »1000, own 10-100/100-1000/>1000, CSR, own GSU

Submission checks (16) ¥ | Quality checks (2) &
Business rules (2), Completeness check rules (14)

e Section name

¢ Name of the table

e Number of the row in-
that table

3 Re-check © Open document @ | Eig Copy repoit B Copy selected rowfs) Filter: All
e~ Section number Section name |Document na___ Message
TCC_0104 02 |14 Analytical Analytical The "Analytical information’ provided in section 14 is incomplete. At
ir Infi least one row must be created in the table "Analytical determination’. In
Analytical each row, the following must be provided
determination, - a selection must be made in the 'Purpose of analysis’ picklist
- at least one selection must be made in the 'Analysis type’ picklist
- either an attachment must exist in the "Attached methods/results”
field. or a reason for not providing a methodfresult 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
reasons for not providing the information.
Mote that the ‘Analysis type field is a multi-select list; if several
| are made, the ding results or justifi rall

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.

e Error description

@ validation assistant - Report

ECHA.EUROPA.EU

21

Validation Assistant

. Tento priklad vdam ukaze, jak vykladat vysledek kontroly VA.
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-4 Validation assistant wizard

- O X
,,,,,,,,,,,,,,, TAnkCuihnban V| TandCrhnbana ¥ { TatCobtgncaX / 9043-30-5
e Refresh the Validation Assistant 00/100-1000/+1000, CSR, own GSU m
report after correcting a failure. -
Click Re-check.
GOMPIETENeSS CECK TUIes [14]
Re-check © Open document dy | E5 Copy report By Copy selected row(s) Filter All - Rule level-[all =
Rule ~ Section number Section name  Document na... Message Rule type Rule level
TCC_0104_02 |14 Analytical Analytical The ‘Analytical information’ provlded in sectlun 1.4 is incomplete. At Completeness |
Information, Infarmation least one rowr —at o memmdo e s s bl Aol bl e -
Analytical each row, t
determination, - a selectio 0] R|g ht-click on a TCC failure to be
2) - at least ol

 cither an automatlcally directed to the

field, ora e .
this end. m error loc IUCLID
ingert an exprarauwn i we vusr - g e

reasons for not providing the infc > Open document 6

Failure

Mote that the ‘Analysis type’ fielEg Copy report k, averal
selections are made, the corres tions for all
must be provided in the same ro i3 Copy selected 10w(s) 3ny of the
picklist fields. the adjacent text field must be filled in.

© ‘validation assistant - Report

ECHA.EUROPA.EU
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Validation Assistant

Pravym tlacitkem mysi kliknéte na chybové hlaseni a zvolte ,,Open document®
(Otevrit dokument). IUCLID otevie dokument v misté chyby. To funguje pouze

u chyb TCC, nikoli u chyb tykajicich se obchodnich pravidel. Na misto chyby se
pripadn& mdlZete dostat také rué¢né& pomoci stromového zobrazeni oddili aplikace
IUCLID.

Pokud kliknete na chybové hlaseni a nikam se nedostanete, nebudte prekvapeni.
Znamena to, Ze dany zaznam zcela chybi a musite jej vytvofit a vyplnit.

Peclivé si prectéte chybové hlaseni. Obsahuje presné pokyny k opraveni chyby.
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CtECHA Validation Assistant
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“|= Navigation panel TestSubstanceX / TestSubstanceX / TestSubstanceX / 9043-30-5

Search | TOC | Annotations BRI I X1 @ [
Result type | Substance o 1 ubstance name” =r
Query type |Get all substances ~| || TestSubstancex

Public name

Legal entity flags

EIN- | &

DIE g Sx Legal entity*
¥ Fiter M Training Company / Helsinki / Finland >ex
Third party flags
Chemical na.__Legal entity ... Reference s... LLast modific....
TestSubst: ®
Third party 3
& TestSubstiTraining Co [H] TestSubsts2017-05-09T
/9043-30- @
944-3474 Role in the supply chain v
TestSubst:
@ TestSubstaTraining Co... [T / IUPAC_n2017-05-09T. ification of v
144143G-3 -

Type of v

4 Information panel

i Information | i Clipboard manager  Attachy . . R
. You can (un-)hide the Validation
YPe | & Substance Assist t b licki this i
UUID | 7be 1d159-67024585-9e88-Ta29 1cbf, ssistan 7 ElNEng) @i B o

DoSSIerUUIDl ‘ | I

*& Yol

Displaying 2 resul(s).
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Validation Assistant

. N&kdy se mizZe stat, Ze vadm VA ,zmizi®. KdyZ se budete snaZit ho znovu otevrfit,
zobrazi se hlaseni, ze je jiz otevieny. VA ,najdete", kdyz kliknete na ikonu VA
v pravém dolnim rohu stranky aplikace IUCLID.
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Dossier creation

Vytvoieni dokumentace
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Creating a complete dossier

N
e Create the dataset
¢ Fill-in the information
J
\
e Run the Validation Assistant on the dataset
e Correct the failures
J
« Create the dossier h
e Run the Validation Assistant on the dossier
¢ In case of failures, correct the dataset or re-create
the dossier J

ECHA.EURQPA.EU 25

Vypracovani kompletni dokumentace

1.

2.

Vytvorte soubor Gdajd.
Vyplnte pozadované informace.

Zkontrolujte soubor Gdajl pomoci funkce Validation Assistant.
Opravte chyby.

Vytvorte dokumentaci.
Zkontrolujte dokumentaci pomoci funkce Validation Assistant.
Pokud jsou v ni chyby, opravte soubor Gidaji nebo vytvofte dokumentaci znovu.
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e Select the dataset

e Right-click and
create dossier

ECHA.EUROPA.EU

Dossier creation

Search | TOC Annotations

Result type  Substance bt
Query type | Get all substances hd

=

= A
DiE® =X
Y Fitter
Chemical name Legal entity name: Reference substance Last modification date
CambridgeTestSub|
éTestsuDstancH Example Company 1 @uumc_name: 2016-08-11T19:52:13...
500-001-0
Test wvanadium /
é T TR Test company IUPALC S 2016-08-11T20:32:28...
231-171-1
- ﬁ Open
=| Create Dossier,.
o s
o5 Frint...
E‘_, Generate report...
@ Export...
X Delete
&b Valdate

26

Vytvoieni dokumentace
. Jakmile jsou v8echny chyby na Urovni souboru Gdajd opravené, mizete vytvorit
dokumentaci.
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Dossier creation wizard

e Select the correct dossier type

‘J' Daossier creation wizard X

Substance

Select submission type for a Substance

" REACH Registration 1 - 10 tonnes, physicochemical requirements
" 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 I

™ REACH Registration member of a joint submission - intermediates.

" REACH Registration on-site isolated intermediates above 1 tonne

" REACH Registration transported isolated intermediates 1 - 1000 tonnes

{™ REACH Registration transported isolated intermediates above 1000 tonnes

™ REACH Substance Evaluation

[ Use advanced settings

0 Select submission type

ECHA.EUROPA.EU 27

Priivodce vytvoirenim dokumentace

. Zvolte spravnou Sablonu dokumentace. Pro vedlejsi Zadatele o registraci jsou
k dispozici pouze dvé Sablony. Viz rovnéz snimek 12.
. Pokud jste hlavnim Zadatelem o registraci, musi mnozstevni rozmezi Sablony

dokumentace zahrnovat dohodnuté mnozZstvi spole¢né registrace. Své individualni
v s O v v
mnozstvi muzete vybrat v dalsim kroku.
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¢ Fill-in the dossier header

'i; Daossier creation wizard X
Administrative information: Enter additional information concerning your dossier
Submiesion type : REACH Registration member of a joint submission - general case | — |

Dossier name (given by user)

Dossier submission remark

Type of submission

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

[ Chemical safety report
[~ Guidance on safe use

™ Review by an assessor

Tonnage band(s) of the member registrant

Tonnage band between 101 ... ™

On-site isolated intermediates tonnage band (REACH Article 17) - |5

Transported isolated intermediates tonnage band (REACH Article 18) - |
ECHA.EUROPA.EU 28

Priivodce vytvofenim dokumentace

. Pokud hlavni Zadatel o registraci predklada jménem vedlejsich Zadateld CSR a/nebo
GSU, musi byt zaskrtnuta tato policka v zahlavi dokumentace.
. Musite uvést své individualni mnozZstvi, napf. spolecna registrace zahrnuje

mnozstevni rozmezi 100-1 000 tun roc¢né, ale individualni mnozstvi hlavniho
Zadatele je pouze 1-10 tun ro¢né. Snimek obrazovky pouzity jako priklad je

z privodce vytvorenim dokumentace vedlejsiho Zadatele o registraci, ale stejna
logika plati pro privodce vytvorenim dokumentace hlavniho Zadatele o registraci.
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e Fill-in the dossier header for update

-d: Dossier creation wizard

x
Administrative information: Enter additional infermation concerning your dossier
Submigsion type : REACH Registration member of a jeint submission - general case | e |
-

Specific submissions

Tna submission is an update

Last submission number AB12345-57

Reason for updating

Further to a request/decision from a regulatory body

VAR
CCH-C-12345689-01 ~ @ X
| Number CCH-C-12345688-01
Remarks
[ lSpontaneous update
vAaA®D
change in classification and labeling ~N @ X
Justification change in classificatic ... ¥ | Cther
Remarks
ECHA.EUROPA.EU 29

Privodce vytvoienim dokumentace

M{Ze se stat, Ze budete po Usp&&ném zaregistrovani latky potifebovat svoji
dokumentaci aktualizovat - spontanni aktualizace. Také v pfipadé, ze vase
dokumentace nevyhovi kontrole TCC nebo si agentura ECHA vyzada predlozeni
dal&ich informaci z jinych dlvodd, budete muset predlozit aktualizovanou
dokumentaci - vyzadana aktualizace. Snimek obrazovky vysSe ukazuje povinna
pole aktualizované dokumentace. Pozor, pokud vase dokumentace nevyhovi
kontrole TCC, doporucuje se opravit pouze chybéjici nebo chybné informace.
Jakékoli doplfiujici & nové informace mizete predloZit jako spontanni aktualizaci
poté, co agentura ECHA shleda, Ze aktualizace vyzadana na zakladé TCC je
spravné.
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-4 IUCLID 6
Copy and paste the
File Edit User Admin Help dossier UUID here.

Press Enter to open the 341530 647148709061
Ll l o l dossier. f-" = : E

“|= Havigation panel R_IS_MBER / SUBSTANCE : Test substance 1 /IUPAC_name / 2016-09-06 / Test dossier

Search| Components | Annotations | 5| [ X | @

T Dossier header
(=[] R_IS_MBER/ SUBSTANCE : Test 5 ) o
Dossier type

&, Test substance 1/1UPAC_nar] I
Name .

REACH Registration member of  joint submission - general case I
Version U

reach 2.0 ' 4
Dossier name (given by user) l

Test dossier

-
Dossier subject "
Dossier subject L
|$ Test substance 1/ IUPAC_name ’

Submitting legal entity ..
L4
&

Dossier creation dateftime l

j Information panel
par

i information | gy Cipboard manager | R (-‘?‘ history [
-
7

Type Uﬁ Dossier

UUID [4434153b-Ba71-4870-Be5.

1
a| |
supertser & ()

Dossier UUID |44341 53b-Ba71-487c-9ebf-

ECHA.EUROPA.EU 30

Otevieni dokumentace

. Zkopirujte UUID dokumentace z pole Dossier UUID (UUID dokumentace) ve spodni
¢asti obrazovky.

. VloZte UUID dokumentace do volnotextového pole v pravém hornim rohu
obrazovky.

. Stisknutim klavesy Enter dokumentaci otevrete.
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f E C I lA - - -
Validate the final dossier
-4 luCLID 6 - a X
Fie Edt User Admin Help
@ | | 2o (Searcn by LUID)
v
Search | Components Annotations. | 3| X @
Resuttyps |Bossier T | Dossier header 3
Query type |Get al dossiers. - Dossi e
ossier type
Name
REACH Registration member of & joint submission - general case
Version
reach 2.0
~ Dossier name (given by user)
Test dossier
| ®l|x i ;
Dossier subject
Y Fiter Dossier subject
Dossier Name: Subject Name Creation date 6 Test substance 1/ IUPAC_name
R_JS_MBER |
SUBSTANCE : Test Submiting legal entity
— substance 1/ .
[&) WPAC name 1 Test substance 1 [2016-09-06T10:16:07.956+03:00)
2016-09-06 [ Test Dossier creation dateftime
dossier & open 2016-09-06 10:16:07 EEST
o3 Print Dossier submission remark =
El cenerate report Right-click an the final # Information panel
dossier and run the i .
4, @ information Clipboard manager & [c] nistory [
Ey Export validation assistant i
X Dekte on it before exporting T¥9e|[2) Dossier
& Vvaica the dossier. o
4434153b-BaT 1-407c-9e6 1631869 Ba4E1
24 preview Dossier UUID |44341536-6a71-497c-9¢5 12316690451
Displaying 1 resut(s).
SuperUser &
ECHA.EUROPA.EU 31

Ovéireni koneéné verze dokumentace
. Pii vytvareni dokumentace se mohou vyskytnout nové chyby. Proto je dtlezité overit

také kone¢nou verzi dokumentace piredtim, nez ji vyexportujete, napi. byla zvolena
chybna sablona dokumentace. Pokud se objevi néjaké chyby, musite se vratit
k souboru udaja o latce, opravit chyby a vytvotit novou dokumentaci.
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CECHA Export the dossier
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-4 IUCLID 6 - O X
File Edt User Admin Help
& | B e isearch by uuD) |
v
| Navigation panel R_IS_MBER / SUBSTANCE : Test substance 1 / IPAC_name / 2016-09-06 / Test dossier
Search | Components Annotations | B [ X @
Resulttyps | Dossier T | Dossier header
Query type | Get all dossiers - Dossier ssioniiyEe
Name

REACH Registration member of a joint submission - general case

Version
reach 2.0
Clear Dossier name (given by user)
| & B x Test dossier
Dossier subject
Y Fiter Dossier subject
Dossier Name Subject Name. Creation date ‘ &, Testsubstance 1/ LURAC_name
R_JS_MBER | Submitting legal entity

SUBSTANCE : Test
— substance 1/
&l 1WPAC,_name 1 Test substance 1
2016-09-06 / Test
dossier

Dossier creation date/time
2016-08-06 10:16:07 EEST

[2016-09-06T10:16:07.856+03:00

Open

Dossier submission remark

§ information panel
pa

§ Information ﬂ Clipboard manager @ nistory [

print Your dossier
is ready to be

exported.

‘Generate report...

Ex:ol\\)
et Tv9e =) Dossier |

Walidate.

UUD [£4341530-6a71-47c-9eB1-e31660 a5 1 |

BeXe Mdo

Dissemination preview

Dossier UUID |44341 53b-5a71-497c-Seb1- |

Displaying 1 resultis).

SuperUser 3 Q

32
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Export dokumentace
. Vase dokumentace je pfipravena k exportu z aplikace IUCLID a predlozeni v systému

REACH-IT.
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Regulatory processing

Regulaéni zpracovani
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IUCLID 16Z

Agency (1/3)

Invoice
overall

Ccompl.
Check

Business

rules R

Technical
Completeness
Check

Pre-

processing pack

echa.europa.eu

“ECHA Regulatory processing by the

pecision
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Regulaéni zpracovani agenturou

Co se s registracni dokumentaci stane poté, co ji piedlozite agenture ECHA?

Nahrani: Dokumentace vstupuje do procesu zpracovani.

Piredbéiné zpracovani: Soubor projde nékolik kontrol IT, jako je kontrola na viry, ovéieni
formatu souboru (zda se jedna o soubor ve formétu i6z) atd.

Kontrola obchodnich pravidel je soubor administrativnich kontrol, napt. zda je
predlozen spravny typ dokumentace (prvni piedlozeni nebo aktualizace, vedlejsi nebo
hlavni zadatel o registraci, adresa firmy). Pokud dokumentace nevyhovi kontrole BRC,
firma obdrzi chybové hlaseni a pokyny k opétovnému piedlozeni dokumentace. Pocet
pokusi heni omezen. Dokumentace se povazuje za ,piedlozenou agenture ECHA*, jakmile
Uspésné projde kontrolou obchodnich pravidel. Tento okamzik je datem predlozeni

registracni dokumentace.
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Agency (2/3)

Invoice

overall

compl.
Check

p Business
LU Rules
processiNg ~uack © technical

Completeness

echa.europa.eu
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Dva soubé&zné procesy:

e Je vystavena faktura.

2. Kontrola technické uplnosti (TCC) zahrnuje automatické i ruéni kontroly, jejichz
cilem je ovefit, zda dokumentace obsahuje udaje, které vyzaduje natizeni REACH. Je-li
TCC nelspé&sna, méa zadatel pouze jeden dalsi pokus ve stanovené |hate, v opacném piipadé
je predlozena dokumentace zamitnuta a jiz uhrazené poplatky v souvislosti s timto
predlozenim se nevraceji. TCC miize trvat od nékolika minut (pokud je vse jasné

a v poradku) az do 21 dni v souladu s ¢lankem 20 natizeni REACH (v pripade¢ velkého
pracovniho vytizeni nebo slozité dokumentace). Upozoriiujeme, ze pokud je dokumentace
piedlozena v obdobi do dvou mésica pred Ihatou pro registraci v roce 2018, muze TCC
trvat az t¥i mésice po této Ihate (¢lanek 20 natizeni REACH).
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Celkova kontrola Gplnosti (OCC) - vedlejsi zadatelé o registraci predkladajici
spolec¢né predlozeni mohou predlozit své dokumentace, jakmile dokumentace hlavniho
7adatele o registraci vyhovi kontrole obchodnich pravidel. V kroku OCC z{stanou, dokud
dokumentace hlavniho Zadatele nebude dokoncena.

Zaslani rozhodnuti - v pripadé kladného rozhodnuti je vydano registracni Cislo;
zamitavé rozhodnuti znamena, Ze predlozend dokumentace byla zamitnuta a cely proces
je nutné zacit znovu. Je-li zamitnuto prvni pfedlozeni, znamena to, Ze nebude pfidéleno
zadné registracni Cislo. Je-li zamitnuta aktualizovana dokumentace, znamena to, zZe se
zamita pouze posledni aktualizace a registracni Cislo neni nijak ovlivnéno.

Dalsi kroky: Po procesu zpracovani a potvrzeni registrace: Udaje se zverejni na
internetovych strankach agentury ECHA (pokud neni pozadovano zachovani dlvérnosti);
dokumentace mdZe byt vybréna k provedeni daldich kontrol, napf. kontroly souladu.

O vsech téchto krocich je Zadatel o registraci informovan prostifednictvim systému
REACH-IT.
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Summary

Shrnuti
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Creating a complete dossier in IUCLID

e Fill in the information in your IUCLID substance dataset

e Run the Validation Assistant on the dataset and also on
the final dossier. Correct the failures.

N
e Export your dossier and submit it to ECHA via REACH-IT.
J
ECHA.EUROPA.EU 38
Vypracovani kompletni dokumentace v aplikaci IUCLID
1.
. Vypliite informace v souboru Gdajd o latce v aplikaci IUCLID.
2.
. Soubor Udajt zkontrolujte pomoci funkce Validation Assistant a totéZ provedte
u konecné verze dokumentace. Opravte chyby.
3.

Vyexportujte dokumentaci a predlozte ji agentufe ECHA prostfednictvim systému
REACH-IT.
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Support and guidance

Podpora a pokyny
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Useful links

« IUCLID 6 website: https://iuclid6.echa.europa.eu/

+ ECHA website support section: https://echa.europa.eu/support

+ ECHA website on 2018 deadline: https://echa.europa.eu/reach-2018

» Manuals on preparing dossiers: http://echa.europa.eu/manuals

* More information on the manual verification areas of the completeness check:
https://echa.europa.eu/documents/10162/13652/manual completeness chec

k_en.pdf

* Webinar on completeness check: https://echa.europa.eu/-/completeness-
check-preparing-a-registration-dossier-that-can-be-successfully-submitted-to-
echa

echa.europa.eu 40

Uzitecné odkazy

Internetové stranky IUCLID 6: https://iuclid6.echa.europa.eu/
Sekce podpory na internetovych strankach agentury ECHA:
https://echa.europa.eu/support

Informace o |hité v roce 2018 na internetovych strankach agentury ECHA:
https://echa.europa.eu/reach-2018

UzZivatelské pFirucky tykajici se pripravy dokumentace:
http://echa.europa.eu/manuals

Webinar o kontrole Uplnosti: https://echa.europa.eu/-/completeness-check-
preparing-a-registration-dossier-that-can-be-successfully-submitted-to-echa
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Thank you!

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

Follow us on Twitter
@EU_ECHA

Follow us on Facebook
Facebook.com/EUECHA

Dékujeme!
Pfihlaste se k odbéru nasich novinek na echa.europa.eu/cs/subscribe

Sledujte nds na Twitteru
@EU_ECHA

Sledujte nas na Facebooku
Facebook.com/EUECHA



