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1. Intro

Acest material cu exercitii urmareste sa va ofere un prim contact cu IUCLID 6 si cu Asistentul
pentru validare inainte de intocmirea dosarului dumneavoastra de inregistrare pentru
termenul-limita de Iinregistrare REACH pe 2018. Este recomandat sa cititi mai intai
prezentarea (in jur de o ord) si apoi sa continuati cu exercitiul (in jur de o ora). Instructiunile
pentru exercitiu sunt insotite de rezolvare. Rezolvarea va ofera sfaturi tehnice cu privire la
modul de finalizare a exercitiului; aceasta nu va ofera sfaturi cu privire la reglementare.
Trebuie mentionat ca setul de date privind substanta de proba nu contine date reale si nu
ar trebui considerat drept un model pentru indeplinirea cerintelor REACH.

Pentru acest exercitiu veti avea nevoie de IUCLID 6. Puteti accesa site-ul IUCLID 6, unde
va puteti inscrie/autentifica si puteti descarca versiunea pentru desktop a IUCLID 6. Vezi
https://iuclid6.echa.europa.eu/.

In mod alternativ, puteti utiliza Serviciul de incercare IUCLID Cloud, accesibil prin
intermediul site-ului ECHA

la adresa https://echa.europa.eu/support/dossier-submission-tools/echa-cloud-services.
Va puteti autentifica online cu datele contului dumneavoastra ECHA (la fel ca in cazul
contului REACH-IT) si va puteti abona la Serviciul de incercare IUCLID Cloud. Pentru a
participa la acest exercitiu utilizdnd Serviciul IUCLID Cloud, faceti clic pe pictograma IUCLID din
coltul stanga-jos al paginii tabloului de bord IUCLID Cloud. Astfel se va lansa versiunea-client
IUCLID, si anume aspectul si modul de utilizare vor fi aceleasi ca in cazul versiunii desktop a
IUCLID si veti putea sa urmariti capturile de ecran ale rezolvarii acestui exercitiu.
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2. Instructiuni

2.1. Legenda

Sunteti Solicitantul principal al finregistrdrii SubstanteiXdeprobd_ ECHA. Inregistrarea
comuna cuprinde intervalul cantitativ de 10-100 t/a. Cantitatea fabricata de dumneavoastra
pentru aceasta substanta este tot de 10-100 t/a. In calitate de solicitant principal al
inregistrarii, dumneavoastra furnizati Orientarile privind utilizarea in conditii de siguranta
(GSU in sectiunea 11 IUCLID) si Raportul de securitate chimica (RSC in sectiunea 13 IUCLID)
in numele membrilor transmiterii in comun.

2.2. Exercitiul etapa cu etapa

ETAPA 1: Deschideti IUCLID 6 si importati fisierul de substanta de proba (in format .i6z)
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https://iuclid6.echa.europa.eu/
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Administration
°®
‘e @
My account Impori JING Bulk export

ETAPA 2: Identificati substanta dumneavoastra

Main tasks
=
®
Muxture / Product Template
Substance Fl- | :’l
k" Category Annotation

ETAPA 3: Utilizati Asistentul pentru validare pe setul dumneavoastra de date privind substanta

si remediati toate erorile raportate privind depunerea

Chemical name Legal entity name | & Validation essistant wizard
e TrainingSubstanceZ  Example Company 1 | Validation assistant - Submission type specification
& TestS: = oh i~ dgency |
& Open ,
[;‘;1 Create Dossier Dossier type
B Pint Select submission tipe REACH Registration 10 - 100 tonnes
(54 Generate report I~ Use advanced seffiifswgglect information to be checked bagedesii confidentiality and regulatory programme flags
[é] Export
X Delete
< Validatds

@  Provide the submission type informetion in order to determine the scenaria of the walidation.

-4 a2

B, Validation assistant

Validation assistant - Enter additional information concerning your dossier

Type of submission

v Joint submission
0

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

[¥ Chemical safety report
v Guidance on safe use
Tonnage band(s) of the lead registrant
Tonnage band

between 10 to 100 tonnes/year
On-site Buiated

Etidies tonnage band (REACH Article 17)

- 5
Transported isolated intermediates tonnage band (REACH Article 18)
- 5
Specific submissions
[~ The submission is an update
Dossier specific information
Phase-in
[ Data sharing issues

[~ Fee waiving (1-10 tonnes, not fulfiling Annex Ill criteria and voluntarily providing full Annex Vil

ENEEE BN

ETAPA 4: Asigurati-va ca nu au ramas erori in ceea ce priveste depunerea. Creati-va dosarul.
Completati informatiile din antetul dosarului conform legendei furnizate la inceputul exercitiului.
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“hemical name Legal entity name Referenc
5 Training SubstanceZ Example Company 1 :{II G;jﬂ'
ECH

§ TestSubstanceX B Open agency [H !151(::-11

[@] Create Dogsie '

o3 Prnt "kf-’

E Generate report

[{'jj Export

X Delete

&b Validate

ETAPA 5: Utilizati Asistentul pentru validare pe dosarul dumneavoastra final pentru a va asigura
ca nu au ramas erori in ceea ce priveste depunerea.

> Daca Asistentul pentru validare indica in continuare erori: intoarceti-va la setul
dumneavoastra de date privind substanta, corectati erorile si apoi creati un dosar
nou.

> Daca Asistentul pentru validare nu raporteaza nicio eroare: exportati-va dosarul si
salvati-| pe computerul dumneavoastra.

Dosarul dumneavoastra de proba este acum gata!
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3. Rezolvarea exercitiului

Urmatoarele solutii ofera doar sfaturi tehnice privind modul de corectare a erorilor in ceea
ce priveste depunerea. Explicatiile referitoare la motivul pentru care sunt necesare unele
informatii nu fac parte din domeniul de aplicare a prezentului material de instructaj, insa se
pot gasi in manualul ECHA intitulat ,Cum sa intocmiti dosarele de inregistrare si dosarele
de PPORD”, la adresa https://echa.europa.eu/ro/manuals.

3.1. Sfaturi pentru utilizarea Asistentului pentru validare

<\

Validated entity. ECHA_TrainingSubstance_1 / TestSubstanceX / TestSubstanceX / 9043-30-5
FT:me of validation: 2017705/24 14:43.18
\Vahidation scenano. SC0110 - Registration, lead 10-100, CSR, own GSU

uakty checks (6) R
55 check rules (10)

b damad.

A -pmenos' check includes addtional verifications of the regstration dossier by ECHA staf, to ensure that all the required off
the Vahidation assistant and they may lead to a different outcome than indicated by this
i pWalidation assus ; he obligation to submit a dossier that fulfils all relevant legal requirements
( £ B3 Copy report Filter Al > Rule level. Al
Bection  ~MSection name Document n Messag; Rule type Rule level
BR176 12 Composition |Composition |For each composation record in section 1.2, the field Type of Business rule |
composition’ must be indicated i the selection ‘other’ 1s made, the Failure
o | - |adjacent text field must be filled in | A
EBR17T 12 Composition Joint submission lead leqslvants must include 3t least one Business rule |
composition which descnbes the collactively agreed boundaries of the |
registered substance. To this end, indicate in section 1.2 the Type of © Faiure
composition” as ‘boundary composition of the substance’. Multiple |
—— | | |boundary compositions can be provided, i relevant | 1
TCC_0104 0 |14 Analytical | Analytical Section 1.4 is incomplete. At least one row must be created in the Completenes
2 Information, | Information  (table ‘Analytical determmation”. In each row, the following must be s check
Analytical prowded
determination - 3 selection must be made in the Purpose of analysis’ picklist

2) |

smber in the table

lection must be made in the "Analysis type” pscklist
hment must exast in the ‘Attached methods/results’

n for not prowiding a method/result must be indicated. |

’

© Validation assistant - Report Back
Dupa corectarea unei erori, faceti clic pe pictograma ,salvare” 1in IUCLID
e b4 .. N . . .
e o | '@ si reimprospatati raportul Asistentului pentru validare

facand clic pe butonul de re-verificare (prezentat in captura de ecran de mai sus). Daca
eroarea a fost remediata asa cum s-a solicitat, mesajul respectiv privind eroarea dispare
din raport.

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

/ J Third party
S TestSubst{Training Co.. 1] TestSubstd2017.05.09T
/9043-30- @®
9443474 | Role in the supply chain v
= TestSubsty PPl
® TestSubstaTraining Co... §] / IUPAC_n2017-05-09T Identification of substance v
| /441-430-,
§ ) 2 Type of substance v -
7 Information panel
i Information - Clipboard manager ® Attachments © Modification history [ Annotations &% References

Type & Substance

UUID [7b014169-0702-4585-9088-7a291cb9919
Dossier UUID |

Nisplaying 2 result(s)

\‘ swier 4 O
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3.2. Erorile BR176 si BR177

Observatie: Prin corectarea BR177 se corecteaza, de asemenea, BR176

BRATT 1.2 Composition Joint submission lead registrants must include at least one composition Business rule
which describes the collectively agreed boundaries of the registered
substance. To thiz end, indicate in section 1.2 the Type of compesition’ as ﬂ Failur
"boundary compesition of the substance’. Multiple boundary compositions
can be provided, if relevant.

BR176 12 Composition  |Composition |For each composition record in section 1.2, the field Type of composition' Buzinezs rule
must be indicated. If the selection ‘other” is made, the adjacent text field must @ Failur
be filled in.

3.2.1. Cum se corecteaza??

ETAPA 1: In acest exercitiu sunteti solicitantul principal al inregistrérii si, prin urmare, aveti
nevoie de doua inregistrari privind compozitia in sectiunea 1.2 IUCLID: una marcata ca fiind
~compozitia substantei pentru entitatea juridica” si cea de a doua marcata ca fiind ,,compozitia
limita a substantei”. Cea de a doua inregistrare privind compozitia trebuie sa descrie limitele
inregistrarii comune.

Aceste erori in materie de norme interne indica faptul ca trebuie sa faceti o selectie in campul
»Tipul compozitiei” in cea de a doua inregistrare privind compozitia si sa selectati ,compozitia
limita a substantei”.

CORE / Composition / Composition / ECHA_TrainingSubstance_*
Search| TOC | Annotations
REACH Complete table of ct ... ' ¥

Y Text filter N

General Information A

0 Related inf | o
d t -
i E. e Standard composition
- B} 1 General information S
& [@d 1.1 Identification :: . £ S —— j :
: ndary composition of the substance Other
& ﬁ 1.2 Composition
@ LE composition tate / form
I @ Composition I solid: bulk 1| Other
vl ldentfiecs Descantion.of comnasition

3.3. Eroarea TCC_0104_02

TCC_0104_02 (1.4 Analytical Analytical Section 1.4 is incomplete. At least one row must be created in the table Completeness
Information, Information "Analytical determination’. In each row, the following must be provided:; check
Analytical - a selection must be made in the "Purpose of analysis’ picklist
determination, - at least one selection must be made in the "Analysis type' picklist
2} - either an attachment must exist in the "Attached methods/results’ field, ora
reason for net providing a methodiresult must be indicated. To this end, make a
==lzction in the field "Rationale for no results” and insert an explanation in the Q Failure

I hr?r e Is somet h | ng Wi DHQ ar missin q stification’ field, clearly stating the reasons for not providing the information.

. | i '
int hll" secon d. row l']f t }? eta h | e Mote that the "Analysis type” field is a multi-select list; if several selections are
Ana ||,},rt ical determination made, the corresponding 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.
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3.3.1. Cum se corecteaza?

ETAPA 1: Selectati randul 2 din tabelul ,Determinare analitica” (Analytical determination) si

faceti clic pe ,Editare” (Edit)

Search TOC | Annotations

X @

REACH Registration 1 - 10 tonnes, stz ... | ¥
Y vt filt e v
+ [ 0 Related information -
- @ 1 General information

= & 11 Identification

®

Analytical information A

Methods and resuits of analysis A
Analytical determination

é |dentification EPuvposewoii;Ealysw Analysis type Type of informatio... Attached methods... Rationale for no re... Justification Remarks
- & 1.2 Composition | quantification information oc/235KB7 ||
e | _application/msword | 1 [
@ LE composition |identification and/or |results Analytical |Remarks
[ 1.3 Identifiers iquamiﬁcalwn results doc /235
= @ 14 Analytical Information y = KB/ :
@ Analytical information + Add X Delete N Move up
B 1.5 Joint submission Oppcat achey
E 1.6 Sponsors not relevant \ A
# & 17 Sunoliers Remarks
ETAPA 2: Efectuati o selectie din lista verticala ,Tip de analiza” (Analysis type)
o Anabical deterreration s
Purpaas of snitbd
[ T SU =
B Pyon |
E ] |
Tyt of wnloreatan proucied
Frerr 1 -
AL ] Prepe il
Y T P e L LT T T e ee— sl
Rateonale o no maulla
e
Remarin
Rarnarea
3.4. Erorile BR049 si TCC_0303_01
Observatie: Prin corectarea BR049 se corecteaza si TCC_0303_01 si invers
TCC_0303_01 |3.3 Sites Sites 001 If you indicated in section 1.1 that your "Role in the supply chain’ is Completeness
'Manufacturer, then you must provide at least one production site in section 3.3. |check
To this end, you must create a record in section 3.3 and link a "Site” to it. The
contact address of each site must be provided; as a minimum the fields "Site Q Failure
name’, "Address’, Town' and 'Country’ must be filled in. In addition, to indicate the
site as a production site, you must link it using the field ‘Related manufacture/own
use’ to at least one manufacture record in section 3.5.1.
BRO4% 33 Sites If you indicated in section 1.1 that your 'Role in the supply chain’is Business rule
'Manufacturer', then you must provide at least one preduction site in section 3.3
To this end, you must create a record in section 3.3; link a "Site’ to it; and link it Q Failure
uging the field 'Related manufacture/own use' to at least one manufacture record
in section 3.5.1.
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3.4.1. Cum se corecteaza??

ETAPA 1: Creati o inregistrare noua in
sectiunea 3.5.1

=] - ERE-"
@ St

B 34 nlormation on metures

= [ 35 Use ant exposere stormation
H 350080 e o .
B 25 1 Manace—

& B 352 Formadane ‘,"B

o [ 3530 2 ot st

+ B 254 Wicespraad saes By proessons

8 155 Consumer wses

o [ 356 Sanace e

ETAPA 2: Drept cerinta

campurile Nume fabricare si ...

:'ﬂ Y Manufacture, use and exposune
+ [l 32 Estimated quantties
=0 - ERET™
& Sites 001
B 3.4 formation on medsees
= ﬂ!-!-l.lumnp&uﬂlhm

B 350 Use andd exposare indeimabon relevant o all uses

= Bl 35 1 Manuisciure

@ Manusactus 091

: STl OF P P kg
[ 353 Uses of industrial sites

il S Wea st cnas b coofaazinnal scsacs

minima,

completati

Marndacturs numibsed

MlarndBc i nae
Tt harie

Further descnpbon of mamdsctur
- 1LY I

Fiormal = | Agency FB

ETAPA 3: ... categoria de eliberare in mediu (ERC) si categoria de proces (PROC)

I [ 37 Estrated quirtibed & ity |

[BF - EE3-™
& Seea 001
[ 14 imiormation on mixhwss
= B 15 U and sopedens sikermaton
[ 3 &9 Une andl exposurs miormation releant for o uses

« Mt 1]

T TRl 4 e b ke

[l 35 Y Uses on aduningl ptey

4 B 153 Welerpremd wies by proessansl wires

# [l 355 Conpurss wbas

i [ 15 & Sensce e
i [ 36 Usds sdaied mpmenn

[ 3 7 Emsroamentsl misasament bom soregied Soustes
i [l 19 Eminasons rlrmtn

B 310 Apphet ateon b b dfiin of i —

i‘lmf L)

ETAPA 4: Mergeti la sectiunea 3.3 Locuri de utilizare. Creati o legatura intre scopul fabricarii si

locul de utilizare

@ [ 2 Classhication & Labefieg and PET 353033 | | | oo sotey owner 18 Traning Company / Helainks | Fekand

& B 3 Manufacture, use and exposure

+ B )2 Estomated quantities Remark
=~ & 3135w

4 wio on On Modures

R 35U o !
= 250 Use and exposure formation n(
= B 351 Mandacture
@ Manutacture 001
# [ 352 Formulaton or re-packing
# [ 353 Uses at mdusteal stes
& [l 354 Wideaproad uses by profe
& [ 355 Consumer uses
4 256 Sensce e

# [ 26 Uses acvised against "\“%

P ! —

Manufacture / own use(s) A

4 Select 3 related item
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3.5. Eroarea TCC_06_01

TCC_06_01 [ Ecotoxicologic |Ecotoxicologic | Section 6 iz not complete. An endpoint summary must be created under Completeness
al information, |al "Ecotoxicological infermation', and each created summary must be complete. For |check
Sediment Information-co | each of the hazards, a selection must be made in the "Hazard assessment E:i Failure
(freshwater) |py cenclusion® picklist. If 'PNEC' was selected, the value and unit must be provided in
the fields under the conclusion.

3.5.1. Cum se corecteaza?

ETAPA 1: Identificati motivul erorii > Concluzia privind evaluarea pericolelor nu a fost
completata

Search TOC | Annotations H RS X @
REACH Registration 10 - 100 tonnes . b
Y Text filter =
- 0 Related infarmation

[ 1 General information

; E“ 2 Classification & Labelling and PBT assessment For the exercise
B 3 Manufacture, use and exposure STP w select "no hazard
E“ 4 Physical and chemical properties ediment (freshwater) » dentified”

t Ek 5 Environmental fate and pathways Hazard assessment conclusion

E}ﬁf 6 Ecotoxicological information -

Administrative data v

Hazard for aquatic organisms »

Freshwater w

Marine water

a |Ecotoxi{:o|ogical Information-copy
B 6.1 Aquatic toxicity

Assessment factor

3.6. Eroarea TCC_07_01

TCC_07_01 T Toxicological |Toxicolegical |Section 7 is not complete. An endpoint summary must be created under Completeness
information, infermation Toxicological infermation’, and each created summary must be complete. For check
GP-INH-3YS-L each of the hazards for Werkers' and ‘General population” a selection must be Q Failure
T made in the "Hazard assessment conclusion® picklist. If 'DNEL", ‘'ODMEL or "other

toxicological threshold' was selected, the value and unit must be provided in the
fields under the conclusion.

TCC_07_01 r Toxicological |Toxicolegical |Section 7 is not complete. An endpoint summary must be created under Completeness.
information, information Toxicological information’, and each created summary must be complete. For check
W-EYE-LOC each of the hazards for Workers' and "General population” a selection must be 0 Falre

made in the "Hazard assessment conclusion® picklist. If ‘'DNEL", "DMEL’ or "other
toxicological threshold' was selected, the value and unit must be provided in the
fields under the conclusion.
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3.6.1. Cum se corecteaza?

ETAPA 1: Identificati locatia exacta a erorii

10

Rule ~ Section nu... Section name Document n__. Message f
TCC_07_01 |7 Toxicological |Toxic . mary must be created |
information. _linform GP - Genera! POpu"f-it|0n reated summary must be |:
GP-INH-SYS- INH - Hazard via inhalation route ers’ and ‘General
LT SYS - Systemic effects 'H?Zﬂ_fd ?Sseslsmemh "
er toxicological threshol
LT-Long term exposure ovided in the fields under
|'LTTU OISO
TCC 07 01 |7 Toxicological | Toxicolooi ection 715 nn mary must be created I
information _linforma W reated summary must be |
W-EYE-LOC V- Workers ers’ and ‘General
EYE - Hazard for the eyes . ‘Hazard assessment
LOC - Local effects er toxicological thrashold’
......... — =provided in the fields under
ETAPA 2: Identificati motivul erorii > Concluzia privind evaluarea pericolelor nu a fost

completata

Search | TOC | Annotations

REACH Registration 10 - 100 tonne: ...
Y Teut filter

RS | X| @

Administrative data v

Workers - Hazard via inhalation route v

-l 0 Related information
- 1 General information

Workers - Hazard via dermal route v

Workers - Hazard for the eyes v

E* 2 Classification & Labelling and PET
E* 3 Manufacture, use and exposure
E* 4 Physical and chemical properties
E* 5 Environmental fate and pathways
E* 6 Ecotoxicological information
E}ﬁf T Toxicological information

Additional informatio

eneral Population - Hazard via inhalation rou

Systemic effects

Long term exposure
Hazard assessment conclusion

3 Toxicological information -
- 7.1 Toxicokinetics, metabolism z
3.7. Eroarea TCC_11_01
TCC_11_03 11 Guidance on Section 11 is incomplete. At the selected tonnage band, at least one record must |Completeness
=afe use be created in section 11. Each record must contain at lzast the following check
information related to the guidance on safe use:
- First-aid measures Q Failure

- Fire-fighting measures
- Accidental release measures
- Handling and storage

3.7.1. Cum se corecteaza??

ETAPA 1: Creati o inregistrare noua in sectiunea 11
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I 7 12 Addttional toxicological information
@ [ 8 Analytical methods
B 11 Guidance on safe use
B 12 Literature sean & New rqcord
= [ 13 Assessment reports h
13.1 Chemical Safety Report (Part A)
@ CSR_nopustification-copy
@ Assessmant Reports 002-copy(1)
& B 14 Information requirements

ETAPA 2: Identificati campurile care nu au fost completate cu informatiile solicitate.

*“|* Nawgation panel CORE / Guidance on safe use / Guidance on safe use 001 / TestSubstanceX / Test

Search TOC | Annotations BRI S X O
S ; »
RYEAICH' fl{ogs(mxm 1- 10 tonnes, standard requirements = in . e
Text filter IHH d.h
: " iyt First-aid measures A
& [ 0 Related information
# [@ 1 General information Text here

i+ [ 2 Classification & Labelling and PBT assessment
& @ 3 Manufacture, use and exposure
4/ | 4 Physical and chemical properties
& | 5 Environmental fate and pathways
i @ 6 Ecotoxicological information Text here
= [ 7 Toxicological information
@ Toxicological information
30 ~ RAR( ; and R A A
# [’ 7.2 Acute Toxicity .
) [’ 7.3 Iitation / corrosion Text here
=) & 7.4 Sensitisation
= [ 7.4.1 Skin sensitisation
@ Skin senstisation.001-copy

'F“"L" )

@ Skin sensiisation 002 sy Handling and storage A
B 7.4.2 Respiratory sensitisation Text here
(4 [ 75 Repeated dose toxicity
i+ [ 7.6 Genetic toxicity
[ H77 Cucnf\ogomcny T inf o
i [l 7.8 Toxicity to reproduction _ . ' "
@ [ 7.9 Specific investigations — Exp p P A
(4 [ 710 Exposure related observations in humans AlX
B 7.1 Toxic effects on livestock and pets Text here
B 7.12 Addt logical
& [l 8 Analytical methods —_— Stability and reactivity A
= Q11 Guidance on safe use Text here
[+ Fidance o safe use 001] |
i 12 Literature search
& [ 13 Assessment reports
13.1 Chemical Safety Report (Part A) —_— Disposal considerations A
@ CSR_nojustification-copy Text here..|

@ Assessment Reports.002-copy(1)
& [ 14 Information requirements
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