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IUCLID 6 functionalities

Functionalitati IUCLID 6
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Creating a complete dossier in IUCLID

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

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

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

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

€€
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Pregatirea unui dosar complet in IUCLID
1.

. Accesati IUCLID

. Creati un set de date privind substanta
. Completati informatiile

. Utilizati Asistentul pentru validare pe setul de date
. Corectati erorile

3.
. Creati dosarul
. Utilizati Asistentul pentru validare pe dosar

. In caz de erori, corectati setul de date sau recreati dosarul
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Sign In

I U C LI D 6 Search the IUCLID 6 website o)

Advanced search »

Home IUCLID Product Download Software Support News

. £ Iv]o]=]+

IUCLID > Home

28 April 2017

File Edt User Admin Help

I I ) : Download data, e.g.
reference substances;
i FAQ regarding installation,

“~ckg| Search | Toc | Annotatons ) .
w A migration from IUCLIDS to
ign in an - C
ytype | Get al substances \ y
download the 2017 onwards. Tn. achnica anua

application website. Before the clw
H BRI B any additional information they may i

Substance name* 22 March 2017
REACH study results are published
REACH study results is a of non- data that

Download

was submitted to ECHA under the REACH regulation. It is now available to
download free of charge from this website

echa.europa.eu

Descarcare

Autentificati-va si descarcati aplicatia

Asistenta

Descarcati date, de exemplu substante de referinta;
Intrebari frecvente privind instalarea

Tranzitia de la IUCLID5 la IUCLID6

Manuale tehnice

etc.
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File Edit Use-__

Create new or Create a Search by UUID :

modify your template to

existing reuse same

substances here endpoint data View your
in different dossiers sdministration

datasets.

P
‘ MM}PMM f;!:u!e @ Mtoé“ A@ Bl%oﬂ
M i Ej LDES....J Import files: LE,

substance datasets,

Store chemical reference substances

information on particular Validate the substance
chemicals once in the datasets and also the

database and link it from final dossiers in order
there to any IUCLID to minimize the risk

Hﬁ i 2y
Legal entity site Refersnco substance View what &
information will Validation assistant Rer Estimate the
E ' % | be published @ fee
[\ on the ECHA @ m

Plugins —

Chemical inventories Literature reference Test materials .
! website

Dissemination preview Fee calculator Help
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Functionalitati principale

Camp de text liber in coltul dreapta-sus

. Cautare dupa identificator unic universal (UUID)

Substanta

. Creati o inregistrare noua sau modificati substantele existente aici
Model

. Creati un model sau reutilizati aceleasi date finale in diferite seturi de
date

Dosar
. Vizualizati dosarele dumneavoastra
Importare
. Importare fisiere
«  Solicitant principal al inregistrarii
+ seturi de date privind substanta
+  substante de referinta
Substanta de referinta

. Stocati informatii chimice privind anumite substante chimice o data in
baza de date si creati un link de la acestea catre orice sectiune IUCLID.

Asistent pentru validare

. Validati seturile de date privind substanta si, de asemenea, dosarele
finale, in vederea reducerii la minim a riscului de erori



Previzualizarea informatiilor diseminate

. Vizualizati informatiile care vor fi publicate pe site-ul ECHA
Calculator de taxe

. Estimarea taxei
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+ Find your dataset from the list of all the

< 1UCLID 6 substance datasets
File Edit User Admin Help
| | [AIK)
4 |UCLID 6
File Edit User Admin Help
Main tasks 210 | 21K)

Search | TOC ' Annotations

Mixture / Product Template Result type lSubstance -
Query type \Ge( all substances S
R

N “|® Navigation panel

=

Category Annotation

A
— e—
hi@A& |l

[ Y Filter

Chemical name Legal entity name Reference substance LLast modification date

TestSubstanceX /
é TestSubstanceX {Training Company TestSubstanceX / 2017-05-09T20:29:49.189....

9043-30-5 / 944-3474
— Ti 2/
@ TestSubstanceZ [Training Company ‘@ JUPAC name / 4414302  [2017-05-09T20:29:38.262...

echa.europa.eu 7

Lista seturilor de date

. Gasiti setul dumneavoastra de date din lista cu toate seturile de date
privind substanta
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Click on ‘TOC' to display the table of

*. IUCLID 6

— e contents of the dataset

@l 1 LK) By default, the view is ‘REACH Complete’

Select the relevant view from the black
& Navigation panel

Search TOC__Annotatons

ReacH o table of contents. Select a value

Y Text fiver

@ [l 0Related informaton

@ [ 1 Generai nformaton

@ [l 2Classification & Labeling and PBT assessment REACH Annex XVLL ;eas‘:rsiz;ie;n

@[l 3Manutacture, use and exposure %:g: :"p;el:a)t(l\v:n fsoyglghorisation

@ [l 4Physical and chemical properties REACH Complete table of contents

3 REACH Downstream user report
@ [ 5 Environmental fate and pathways REACH Inaui pof

quiry
@ [ & Ecotoxicological information REACH Notification of substance in article
@ [ 7 Toxicological information
[ &Analytical methods

& Bl 0Dasiduas in fond and faadinactutie
D G OResdues i food and fesdingatulis

@ [ 10 Effectiveness against target organisms
[l 11 Guidance on sate use

[ 12 Leerature search

@ [ 13 Assessment reports

@ [l 14 nformation requirements

-10000mﬂ
abaye 1000 10
rr—

I T |
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Continutul seturilor de date

. Faceti clic pe ,,Cuprins” (TOC) pentru a afisa cuprinsul setului de date

. Implicit, modul de vizualizare este ,,REACH complet” (REACH Complete)
. Selectati modul de vizualizare relevant din sageata neagra

. Casetele albastre indica optiunile pentru solicitantul principal al
inregistrarii

. Caseta portocalie indica optiunile pentru membrul grupului de solicitanti
ai Inregistrarii
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@ [ K}

Search| TOC | Annotations

asterisk

REACH Registration above 1000 tonnes .
Y Text fiter N
@ [l 0Related information
om

@ [’ 1.1 Kentification

@ [’ 12 Compostion

@ [l 1.3 centifiers

@E‘uwhmm

[ 15 Jont submission

& 1.6 Sponsors

@ [l 1.7 Supphers

@ [l 1.8Recpients
@[’ 2 Classification & Labeling and PBT assessment
@ [ 3 Manufacture, use and exposure
@[ 4 Physical and chemical properties
&) fif S Environmental fate and pathways
&-fi 6 Ecotoxicological information
@[’ 7 Toxicological information

ECHA.EUROPA.EU

EUROPEAN CHEMICALS AGENCY Sectio n tree

+ Mandatory sections are marked with a red

Arbore de sectiuni
. Sectiunile obligatorii sunt marcate cu un asterisc rosu *
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T R =
| “|= Navig on panel
Search| TOC | Annotations Search| TOC | Annotations
REACH Registration 1 - 10 tonnes, standard require ... ¥ REACH Registration member of a joint submission - ... | Y
Y Text fitter v Y Text fitte -
-l 0 Related information 7@l 0 Related information
#-j" 1 General information +-J@i’ 1 General information
¥ i‘ 2 Classification & Labelling and PBT assessment + E 2 Classification & Labeling and PBT assessment

"
+ E 3 Manufacture, use and exposure + E‘ 3 Manufacture, use and exposure

+-j@’ 4 Physical and chemical properties

+ 4 Physical and chemical properties
+-j’ S Environmental fate and pathways : S Environmental fate and pathways
#-J 6 Ecotoxicological information 3 6 Ecotoxicological information
+- | 7 Toxicological information i
ol = ¥ 7 Toxicological information
-l 8 Analytical methods i

3 8 Analytical methods

x
+ E 11 Guidance on safe use 5 E 31/Giidance ca safe s
[ 12 Literature search )
12 Literature search

- J@l 13 Assessment reports :
¥l 13 Assessment reports
+ E 14 Information requirements

+ E 14 Information requirements

echa.europa.eu 10

Cerinte privind informatiile

Cerintele privind dosarul solicitantului principal al inregistrarii in
comparatie cu cerintele privind dosarele membrilor grupului de
solicitanti ai inregistrarii.

Solicitantul principal trebuie sa furnizeze datele in sectiunile privind
efectele in numele membrilor. Calitatea datelor respective reprezinta o
obligatie comuna a intregii transmiteri in comun (nu doar a solicitantului
principal). Daca un membru nu este de acord cu datele transmise in
comun, sau daca intervalul cantitativ al transmiterii in comun nu
cuprinde cantitatea membrului grupului de solicitanti, membrul
respectiv poate furniza singur datele in sectiunile 4-8. Aceasta se
considera drept neparticipare, iar sectiunea 14 IUCLID trebuie
completata cu datele cu care nu s-a participat. Se percepe o taxa mai
mare in cazul inregistrarilor cu neparticipare.



EECHA Filling-in a dataset

e Right-click on a section to create a new

Fle Edt User Admn Help record or a new endpoint summary
40 | K e
.
===l T0C e Search TOC | Annotations
REACH Registration above 1000 tonnes v
REACH Registration above 1000 tonnes - e =
. T Textfilter

Y Text fiter 7

& 0 Related information
&' 1 General information

[ 0 Related information

& [Q 1 General information [’ 2 Classification & Labelling and PBT assessment
® E" 1.1 entification E’ 3 Manufacture, use and exposure
E" 1.2 Composition &' 4 Physical and chemical properties
@- [ 1.3 entifiers & 5 Envi al fate and pathway
h SW6E FR :
[’ 14 Analytical Information E*LG CHOcS o Nowsndpor sumney
[ 1.5 Joint submission % New record = ARUIE ) o 4
[ 6.2 Sediment t Copy all to clipboar
b 16
il $+tme [ 6.3 Terrestrial i, Eypand Plus
& 1.7 Suppliers .
-~ 64 Biological ¢ (1 Mi
[l 1.8Recipients o'apse inus

H E 6.5 Biotransforinauun anu nineucs

ECHA.EUROPA.EU
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Completarea unui set de date
. IUCLID 6 este bazat pe inregistrari

. Faceti clic-dreapta pe un nume de sectiune pentru a crea o inregistrare
noua sau un rezumat final
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e Every value must be followed by a unit

Degree of purity A

®

v 80.0 < v 90.0

2 [ PR WY 1) My Sy e P ~piy | [ [ PR P - - gy I R PR I N
® CveElry OLuIer Imust pe 101owead Dy a justincatiorl i e
designated free text field

sssss
X XV - Restriction
X XV - SVHC

uthorisat

rep
'safety data sheet (SDS)
jother.

I

e Every justification must be (scientifically) meaningful

ECHA.EUROPA.EU 12

Sfaturi pentru completarea unui set de date 1/2

. Fiecare valoare trebuie sa fie urmata de o unitate

. Fiecare mentiune ,altele” trebuie sa fie urmata de o justificare in campul
de text liber desemnat

. Fiecare justificare trebuie sa fie semnificativa (din punct de vedere
stiintific)
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e Use free text templates as a guideline

Description of composition
AIX

Attached dm

-9, 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
POption 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 poin}):

echa.europa.eu 13

Sfaturi pentru comp
. Utilizati modelele

letarea unui set de date 2/2
de text liber drept orientare
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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

Aveti nevoie de ajutor? Apasati tasta F1

. IUCLID contine un Sistem de ajutor integrat. Apasati tasta F1 pentru a-|
accesa. Acesta contine:

« Informatii privind functionalitatile IUCLID
+  Text ajutator pentru campurile IUCLID

. Manuale privind intocmirea dosarului, de exemplu cum sa
intocmiti un dosar de inregistrare



Validation assistant
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Creating a complete dossier

¢ Create the dataset
¢ Fill-in the information

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

¢ 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
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Crearea unui dosar complet

1.

Creati setul de date
Completati informatiile

Utilizati Asistentul pentru validare pe setul de date
Corectati erorile

Creati dosarul
Utilizati Asistentul pentru validare pe dosar
In caz de erori, corectati setul de date sau recreati dosarul




CECHA Validation Assistant
i = n
ch  TOC Annotations
Result type Substance -
Query type Get all substances v
e Access the substance
datasets list [seen N
- 7 L IE
e Right-click on the Y
dataset Whlch you Wa nt Chemical name Legal entity name Re!e(r:e:;:rzuiil:;;ebus( modification date
to Check and Select é Test substance 1 |Example Company 1 @JDILOJPOAO;game/u 2016-08-11T19:52:13
‘Validate, S I::;uncez Test company La::glxjm’ 2016-08-11T20:32:28.
g open 23117141
[;=;] Create Dossier.
o Print
=] Generate report
@ Export
X Delete
&b v _‘t':‘h
ECHA.EUROPA.EU 17

Asistent pentru validare

Utilizati Asistentul pentru validare (VA) pentru a va asigura ca setul de
date privind substanta contine toate informatiile necesare pentru
intervalul dumneavoastra cantitativ si pentru tipul dumneavoastra de
depunere. Utilizarea Asistentului pentru validare va reduce la minim
riscul de nerespectari ale normelor interne si ale normelor privind
verificarea integralitatii tehnice, insa nu va exclude posibilitatea de a nu
trece verificarea normelor interne sau verificarea integralitatii tehnice.
Prin urmare, este important sa acordati atentie sarcinilor si mesajelor
din REACH-IT, pentru a primi la timp orice comunicare din partea ECHA,
precum si pentru a reactiona in consecinta.

Asistentul pentru validare indica normele interne care pot fi verificate la
nivel IUCLID, insa nu si pe cele care depind de REACH-IT, de exemplu
numele de transmitere in comun, numarul ultimei depuneri etc.

Asistentul pentru validare afiseaza toate normele privind verificarea
integralitatii tehnice care sunt verificate automat. ECHA va efectua
verificari manuale suplimentare care nu pot fi reproduse de Asistentul
pentru validare.
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e Select the submission type

Validation Assistant

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

'0: Validation assistant wizard O X
\Validati istant - Submission type specification
Vs
Dossier type

o Provide the submission type information in order to det Back Next

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

Cancel

ECHA.EUROPA.EU
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Asistent pentru validare

Selectati tipul de depunere
Faceti clic pe Urmator (Next)




CECHA 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

]

<5

Type of submission

™ Joint submission

Tonnage band(s) of the registrant
On-ste isolated intermediates tonnage band (REACH Article 17) |

Transported isolated intermediates tonnage band (REACH Article 18)

Specific submissions

Tlbma e e
I The submission is an update

Dossier specific information

Phase-in phase-in o

[ Reviewed by an assessor
Remarks

L —— Coe | e

N

ECHA.EUROPA.EU 19

Asistent pentru validare

. Completati informatiile din antetul dosarului pentru a obtine rezultatul
corect

. Faceti clic pe Urmatorul (Next)



CECHA Validation Assistant

Correct all the submission checks: both

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

-4, Validation assistant wizard

Siiaacli 2 s Quality checks are recommendations to

Vatéation scenarc, SCO#PRagisraion,lead >1000, own improve the quality and consistency of your
/ data; not subject to completeness check

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

& Re-check Eg Copy repoit Filter All = Rule level All -
[Rule A Section number Section name Document na... Message Rule type Rule level
BR177 12 Composition Joint submission lead registrants must include at least one composition|Business rule |~
which the agreed of the
substance. To this end, indicate in section 1.2 the Type of composition’ 1O Failure

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

TCC_0104_02 |14 lytical lytical The ‘Analytical " 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 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

sithor 2o ate=cl

- gither an attachn

e e AUk d ol seo st
it must exist in the 'Altached 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 1O Failure
insert an explanation in the Justification’ field, clearly stating the

reasons for not providing the information.

Nole that the "Analysis type’ field is a multi-select list; if several
are made, the results or for all
must be orovided in the same row If vou select ‘other” in anv of the L =
"

@ Validation assistant - Report m

ECHA.EUROPA.EU
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Asistent pentru validare

. In acest exemplu exista o norma interna care nu a fost respectata,
precum si o verificare a integralitatii tehnice care nu a fost trecuta,
ambele trebuind sa fie corectate inainte de a se crea dosarul.
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-4, Validation assistant wizard
Validated entity: Te JAL ITi

Validation Assistant

/9043-30-5

Time of validation: 2017/05/09 20:57:13

e Rule identifier

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

e Location of the

Validation scenario: SC0144 - Registration, lead >1000, own 10-100/100-1000/>1000, CSR, own GSU

determination,

—

¢ Name of the table

/

e Number of the row in-
that table

[

|

Analytical
i

e Error description

© Validation assistant - Report

ECHA.EUROPA.EU

1 & Re-check Open document By Copy report B Copy selected row(s; Filter: All
failure \” © or & | T Copy report B3 Copy (s)
J‘Qm? > Section number Section name Document na__ Message
TCC_0104_02 |14 | lytical [ y! [The lytical i " provided in section 1.4 is incomplete. At
. i { least one row must be created in the table ‘Analytical determination’. In
o SeCtI on name each row, the following must be provided

- 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 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
reasons for not providing the information

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

are made the

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.

21

Asistent pentru validare

. Acest exemplu va ofera unele indicii cu privire la modul in care sa
interpretati rezultatul Asistentului pentru validare.
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-4, Validation assistant wizard - (m] X

................ stV Tkt § TansCeobmtanceX / 9043-305

e Refresh the Validation Assistant 00/100-1000/>1000, CSR, own GSU u
report after correcting a failure. .
Click Re-check.

Lompleteness cneck ruies (14)

£3 Re-check © Open document d | By Copy report Bl Copy selected rowis) Filter | All ~ RulelevellAl  ~
|Rule_~ ‘Section number Section name _ Document na... Message Rule type Rule level
TCC_0104_02 14 y y/ The * y " provided in section 1.4 is incomplete. At Completeness
Information,  |Information least one row o e mmme et ol e e e e e
Analytical each row, t R - .
determination, - a selectio (] RIght-ClICk on a TCC failure to be

2 -atl . .
[ otk automatically directed to the
field, oran

this end, m error location in IUCLID Failure

insert an expianauon i ue Just
reasons for not providing the infc en document

pre 9 > Open document é
Note that the ‘Analysis type' fieli&g Copy report J\RJi  2veral
selections are made, the corres. B o * _ tions for all
must be provided in the same ro @ COPY selected row(s)3ny of the

ng e

picklist fields, the adjacent text field must be filled in ‘ -
A
© \Validation assistant - Report

ECHA.EUROPA.EU
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Asistent pentru validare

Faceti clic-dreapta pe mesajul de eroare si selectati ,Deschidere
document” (Open document). IUCLID deschide locatia erorii. Aceasta
optiune nu functioneaza in cazul nerespectarilor normelor interne, ci
doar in cazul erorilor privind verificarea integralitatii tehnice. Alternativ,
puteti naviga manual prin arborele de sectiuni IUCLID la locatia erorii.
Nu fiti surprins daca realizati ca nu se intampla nimic cand faceti clic pe
mesajul de eroare. Aceasta inseamna ca inregistrarea lipseste complet
si ca trebuie sa creati una noua si sa o completati.

Cititi mesajul de eroare cu foarte mare atentie. Acesta va spune exact
ce aveti de facut pentru a remedia eroarea.
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“|® Navigation panel TestSubstanceX / TestSubstanceX / TestSubstanceX / 9043-30-5 L

Search | TOC | Annotations R B x| @
Result type Substance — Substance name* =
Query type |Get all substances > || TestSubstancex

Public name

Legal entity flags

EmN- e

D@ B x Legal entity*

Y Fiter M Training Company / Helsinki / Finland > @ X
Third party flags
[Chemical na... Legal entity ... Reference s... Last modific.
TestSubstg ®
Third party
@ TestSubst{Training Co... ] TestSubstz2017-05-09T
19043-30-4 @
944-3474 | Role in the supply chain v
TestSubsta s
@ TestSubstzTraining Co i@ /1UPAC_n2017-05-09T. Identification of substance v
14414302

Type of substance v

4 Information panel

i Information | i Clipboard manager  Attachr
Type | @ Substance

UUID | 7pe1d159-6702-4585-9e88-7a29 1cbf.
Dossier UUID

You can (un-)hide the Validation
Assistant by clicking on this icon

Displaying 2 result(s).

& wUser £ O

ECHA.EUROPA.EU 23

Asistent pentru validare

. In unele cazuri se poate intdmpla s& va ,pierdeti” Asistentul pentru
validare. Cand veti incerca sa-l deschideti din nou, veti primi un mesaj
de eroare indicand ca este deja deschis. Puteti ,gasi” Asistentul pentru
validare facand clic pe pictograma acestuia din coltul dreapta-jos al
paginii dumneavoastra IUCLID.



Dossier creation

Crearea dosarului
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Creating a complete dossier

¢ Create the dataset
¢ Fill-in the information

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

¢ Create the dossier
¢ Run the Validation Assistant on the dossier

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

€€

ECHA.EUROPA.EU
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Crearea unui dosar complet

1.

Creati setul de date
Completati informatiile

Utilizati Asistentul pentru validare pe setul de date
Corectati erorile

Creati dosarul
Utilizati Asistentul pentru validare pe dosar
In caz de erori, corectati setul de date sau recreati dosarul
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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
Query type Get all substances

[ I8

DiE & B X
Y Fitter
Chemical name Legal entity name Reference substance Last modification date
CambridgeTestSub:
@ Testsubstance 1 |Example Company 1 [[F] /IUPAC_name/ [2016-08-11T19:52:13...
500-001-0
Toat vanadium /
substance2 | Testcompany Oy weac/ 2016-08-11T20:32:28...
2311711
Open
Create D:Jss»e!b
Print...

Generate report.
Export...

Delete
Validate...

«Xe Hdmn

26

Crearea dosarului

Odata ce toate erorile de nerespectare au fost corectate la nivelul
setului de date, puteti crea dosarul.
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e Select the correct dossier type

'0; Dossier creation wizard X

Substance

Select submission type for a Substance

(" REACH Regi 1-10 tonnes, phy ql
(" REACH Registration 1 - 10 tonnes, standard requirements
{7 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 isolated intermediates 1 - 1000 tonnes

(™ REACH Registration transported isolated intermediates above 1000 tonnes

(" REACH Substance Evaluation

[~ Use advanced settings

e Select submission type m
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Expertul pentru crearea dosarului

Selectati sablonul de dosar (dossier template) corespunzator. Exista
doar doua sabloane relevante pentru membrii grupului de solicitanti ai
inregistrarii. Vezi si diapozitivul 12.

In cazul in care sunteti solicitantul principal al inregistrarii, intervalul
cantitativ al sablonului de dosar trebuie sa cuprinda cantitatea convenita
a inregistrarii comune. Veti putea sa selectati cantitatea dumneavoastra
individuala la pasul urmator.
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¢ Fill-in the dossier header

@, Dossier creation wizard

Administrative information: Enter additional information concerning your dossier

X
Submission type : REACH Registration member of a joint submission - general case | p— |

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

l Tonnage band(s) of the member registrant

Tonnage band between 1to 1 ... | ¥
On-site isolated intermediates tonnage band (REACH Article 17) o b5

Transported isolated intermediates tonnage band (REACH Article 18) o
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Expertul pentru crearea dosarului

. In cazul in care raportul de securitate chimicd si/sau orientarile privind
utilizarea in conditii de securitate sunt furnizate de solicitantul principal
sau in numele membrilor grupului de solicitanti ai inregistrarii, aceste
casete trebuie bifate in antetul dosarului.

. Va trebui sa indicati cantitatea individuala, de exemplu inregistrarea
comuna cuprinde intervalul cantitativ 100-1000 t/a, dar cantitatea
individuala a solicitantului principal este de doar 1-10 t/a. Captura de
ecran utilizata drept exemplu provine din expertul pentru crearea
dosarului membrilor grupului de solicitanti ai inregistrarii, insa aceeasi
logica se aplica si in cazul crearii dosarului solicitantilor principali ai
inregistrarii.



“ECHA

EUROPEAN CHEMICALS AGENCY Dossier Creation Wiza rd

e Fill-in the dossier header for update

@, Dossier creation wizard

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

Specific submissions

The submission is an update

Last submission number AB12345-67

Reason for updating

Further to a request/decision from a regulatory body

VAD
CCH-C-12345689-01 A @ X
|Number CCH-C-12345689-01 |
S —
Remarks
Spon(aneuus update
VAD®
change in classification and labeling A @ X

I Justification change in classificatic ... ¥

Remarks
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Expertul pentru crearea dosarului

Odata ce v-ati inregistrat substanta cu succes, este posibil sa fie
necesar sa va actualizati dosarul — transmiteti o actualizare spontana.
De asemenea, daca se intdmpla ca dosarul dumneavoastra sa nu treaca
verificarea integralitatii tehnice sau daca vi se va solicita de catre ECHA
sa furnizati informatii suplimentare din alte motive, va trebui sa
transmiteti un dosar de actualizare — actualizare solicitata. Captura
de ecran de mai sus indica toate campurile obligatorii pentru un dosar
de actualizare. Va reamintim faptul ca, daca dosarul dumneavoastra nu
trece verificarea integralitatii tehnice, atunci este recomandat sa
corectati doar informatiile lipsa sau eronate. Orice informatii
suplimentare si noi pe care le puteti transmite in calitate de actualizare
spontana dupa actualizarea solicitata in urma verificarii integralitatii
tehnice sunt considerate a fi corecte de catre ECHA.
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-4 1UCLID 6 - o X
Copy and paste the

Fie Edt User Admn Help dossier UUID here.

a | | | @ Press Enter to open the 341530-6a71-497c-9e61-e 31669160451 Q
dossier. I o

'l' Navigation panel R_JS_MBER / SUBSTANCE : Test substance 1/IUPAC_name / 2016-09-06 / Test dossier

Search| Components | Annotations | o5 | X @

i T Dossier header l
) [@) R_IS_MBER/ SUBSTANCE : Test § N

Dossier submission
- g, Test substance 1/ UPAC_nam type ,
Name U

REACH Registration member of a joint submission - general case l
Version D
reach 2.0 4
Dossier name (given by user)

Test dossier .,
Dossier subject I
Dossier subject g

@, Test substance 1/1UPAC_name /4
Submiting legal entty y)

Dossier creation dateftime l

# nformation | iy Cipboard manager %‘ nistory [

Type | [ Dossier D
UUD [sasetsbsarissTosesresresstsodst &
| Dossier UUD [44341530-6a71-457c-sest-eate89tass1 |
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Deschiderea dosarului

. Copiati UUID al dosarului din campul UUID al dosarului din partea de jos
a ecranului

. Lipiti UUID al dosarului in campul de text liber aflat in partea dreapta-
sus a ecranului

. Apasati Enter pentru a deschide dosarul



Validate the final dossier
4 1UCLID 6 - a X
Fle Edt User Admn Help
a«l | K]

v
RSB SIRSTAGE Tt e PR o 201655 T o
Search | Components Annotations. | @‘ I X o
Resutt type | Dossier 5 || Dossier header =
Query type |Getalldonsion, z Dossier submission type
Name
REACH Registration member of a joint submission - general case
reach 2.0
N Dossier name (given by user)
=~ Test dossier
@ 8|x
Dossier subject
Y Fiter Dossier subject
[onaw Name Subject Name Creation date @, Test substance 1/ UPAC_name
R_JS_MBER/
SUBSTANCE : Test S S
= substance 1/
Ry Test substance 1 [2016-09-06710:16:07.956+03:00
2016-09-06 / Test Dossier creation dateftime
| dossier I Open 4‘7 2016-09-06 10:16:07 EEST
o Print Dossier submission remark b
.
[E] Generate report glgm-cllck ;n th?hﬁnal 7 Information panel
ossier and run the § Informatio -
2, i Information Clipboard manager history [2
& Exort validation assistant L ° © EJ
X Delete on it before exporting T¥Pe | [3) Dossier
& Ve the dossier
]S UUD | 4434153b-6a71-497c-9e61-e3166916a451
B o Lshiladia Dossier UUD [44341530-6a71-497c-9e61-e31669168451
Displaying 1 resul(s).
SuperUser §
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Validati dosarul final

. Este posibil sa fi aparut erori noi in timpul crearii dosarului. Prin urmare,
este important sa se valideze, de asemenea, dosarul final ihainte de a-I
exporta, de exemplu in eventualitatea in care a fost selectat un sablon
de dosar gresit. Daca sunt detectate erori, trebuie sa va intoarceti la
setul de date privind substanta, sa corectati erorile si sa creati un nou

dosar.
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Export the dossier

=N~

[ @l®x
Y Fitter
Dossier Name Subject Name Creation date
R_JS_MBER /
SUBSTANCE : Test
substance 1/ »
B WPAC, name ! Test substance 1 12016-09-06T10:16:07.956+03:00
2016-09-06 / Test 1
dossier ﬂ Open
o et Your dossier

is ready to be
exported.

[E] cenerate report
& Exeo

X oem;b
&b Vaidate.

) Dissemination preview

Displaying 1 resul(s).

-4 1UCLID 6 - o x
Fie Edt User Admin Help

| | K [(searcn by uuo

v

|2 Navigation panel R_JS_MBER / SUBSTANCE : Test substance 1/ UPAC_name / 2016-09-06 / Test dossier

Search | Components | Annotations | w8 | X @

Resuk type (Dossier T | Dossier header

Query type |Get all dossiers. -

Dossier submission type
Name
REACH Registration member of  joint submission - general case

reach 2.0
Dossier name (given by user)
Test dossier
Dossier subject
Dossier subject
6 Test substance 1/UPAC_name
Submitting legal entity

Dossier creation dateftime
2016-09-06 10:16:07 EEST

Dossier submission remark b
i ‘nformation | iy Cipboard manager [c] history B
T¥Pe | () Dossier

UUD [4434153b-6a71-497c-9e6-e3166916a451
Dossier UUD [44341530-6a71-497c-9e6-e3166916a451

superuser § ()
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Exportati dosarul

. Dosarul dumneavoastra este gata sa fie exportat din IUCLID si sa fie

transmis catre REACH-IT.




Regulatory processing

Prelucrarea in vederea reglementarii
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Prelucrarea in vederea reglementarii de catre Agentie

Ce se intampla cu dosarul dumneavoastra de inregistrare dupa ce este
transmis catre ECHA?

Incarcare: Dosarul intra pe ,rol”

Preprocesare: Fisierul trece prin mai multe verificari informatice, cum ar fi
verificarea antivirus, validarea formatului fisierului (se verifica daca este un
fisier i6z) etc.

Verificarea normelor interne este un set de verificari administrative, de
exemplu daca s-a depus tipul corect de dosar (initial sau actualizat, membru
al grupului de solicitanti sau solicitant principal, adresa societatii). Daca nu s-
a trecut verificarea normelor interne, atunci societatea primeste o sarcina
contindnd mesajul de eroare, precum si instructiuni de retransmitere. Nu
exista o limita in ceea ce priveste numarul de incercari. Dosarul este
considerat ,transmis catre ECHA"” odata ce a trecut de verificarea normelor
interne. Aceasta ar fi data de depunere a dosarului de inregistrare.
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Doua procese paralele:
1. Factura este in curs de emitere

2. Verificarea integralitatii tehnice (TCC) include atat verificarile
automate, cét si verificarile manuale pentru a verifica daca datele solicitate
de REACH se regasesc in dosar. Daca nu este trecuta verificarea integralitatii
tehnice, mai este disponibila o singura incercare intr-un termen dat, in caz
contrar depunerea este respinsa si orice suma aferenta respectivei depuneri
nu va fi restituita. Este posibil ca verificarea integralitatii tehnice sa dureze
de la cateva minute (daca toate aspectele sunt clare si in reguld) pana la 21
de zile, astfel cum prevede articolul 20 din Regulamentul REACH (daca
volumul de lucru aflat pe rol este mare sau daca dosarul este complex).
Trebuie mentionat faptul ca, daca dosarul este depus in decurs de doua luni
inainte de termenul-limita de inregistrare pe 2018, verificarea integralitatii
tehnice poate dura pana la trei luni peste termenul-limita (articolul 20 din
Regulamentul REACH).
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Verificarea generala a integralitatii (OCC) - Membrii transmiterii in
comun pot depune dosarele imediat ce dosarul solicitantului principal a trecut
de verificarea normelor interne. Acestia vor fi ,stationati” la pasul OCC pana
ce dosarul solicitantului principal este finalizat.

Trimiterea deciziei - in urma unei decizii pozitive, este emis un numar de
inregistrare; o decizie negativa inseamna respingerea depunerii, iar intregul
proces trebuie luat de la capat. Daca o depunere initiala este respinsa,
aceasta inseamna ca nu se va acorda niciun numar de inregistrare. Daca un
dosar de actualizare este respins, aceasta inseamna ca doar cea mai recenta
depunere de actualizare este respinsa; aceasta nu afecteaza numarul de
inregistrare.

Etape ulterioare: Odata iesit de pe rol si dupa ce inregistrarea este
confirmata: datele sunt publicate pe site-ul ECHA (cu exceptia cazului in care
sunt declarate ca fiind confidentiale); dosarul poate fi selectat pentru evaluari
ulterioare, de exemplu verificarea conformitatii.

Toate aceste etape sunt comunicate solicitantului inregistrarii prin
intermediul REACH-IT.



Summary

Rezumat
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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.

e Export your dossier and submit it to ECHA via REACH-IT.

_J

€€

ECHA.EUROPA.EU 38

Pregatirea unui dosar complet in IUCLID
1.

Completati informatiile in setul dumneavoastra de date privind
substanta IUCLID

. Utilizati Asistentul pentru validare pe setul de date si, de asemenea, pe
dosarul final. Corectati erorile.

. Exportati dosarul si transmiteti-I la ECHA prin intermediul REACH-IT



Support and guidance

Asistenta si orientari



“ECHA

EUROPEAN CHEMICALS AGENCY

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

n the manual verification areas of the completeness check:
a c 31/101ﬁ')/1 Qﬁl:')/mann ! s Ch

a
AVUL) LOoUJL/MIdiiug

* More information

httne: //acha anirn
nuwpsS.//ECNG.CUrc

k_en.pdf

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

Site-ul IUCLID 6: https://iuclid6.echa.europa.eu/

Sectiunea de asistenta de pe site-ul ECHA:
https://echa.europa.eu/ro/support

Site-ul ECHA privind termenul-limita din 2018:
https://echa.europa.eu/ro/reach-2018

Manuale privind intocmirea dosarelor:
http://echa.europa.eu/ro/manuals

Webinare privind verificarea integralitatii: 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

Follow us on Facebook
Facebook.com/EUECHA

Va multumim!

Abonati-va la stirile noastre la adresa
https://echa.europa.eu/ro/subscribe

Urmariti-ne pe Twitter
@EU_ECHA

Urmariti-ne pe Facebook
Facebook.com/EUECHA




