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1. Introduzzjoni

Dan il-materjal ta’ ezer¢izzju ghandu |-ghan li jaghtik |-ewwel kuntatt b’IUCLID 6 u I-
Assistent ta’

validazzjoni gabel tibni d-dossier ta' registrazzjoni tieghek ghall-iskadenza ta’ registrazzjoni
ta’ REACH 2018. Huwa rrakkomandat li |-ewwel taqra |-prezentazzjoni (madwar siegha)
imbaghad tkompli bl-ezercizzju (madwar siegha). L-istruzzjonijiet tal-ezercizzju huma
segwiti mill-ispjegazzjoni. L-ispjegazzjoni tipprovdilek parir tekniku dwar kif taghmel I-
ezercizzju; ma tipprovdix parir regolatorju. Innota li s-sett tad-data ta’ sustanza ta’ tahrig
ma jinkludix data reali u m’ghandux jittiehed bhala mudell biex jigu ssodisfati r-rekwiziti ta’
REACH.

Ghall-ezercizzju se jkollok bzonn IUCLID 6. Tista’ tmur fuq is-sit web ta’ IUCLID 6,
tirregistra/tilloggja u  tnizzel il-verzjoni kompjuterizzata ta’ IUCLID 6. Ara
https://iuclid6.echa.europa.eu/.

Alternattivament, tista’ tuza s-servizz ta’ Prova tal-Cloud ta’ IUCLID li huwa accessibbli
permezz tas-sit web

tal-ECHA fuq https://echa.europa.eu/support/dossier-submission-tools/echa-cloud-
services.

Tista’ tilloggja online bil-kredenzjali tal-kont tieghek tal-ECHA (I-istess ghall-kont tieghek
ta’ REACH-IT) u tabbona ghas-servizz ta’ Prova tal-Cloud ta’ IUCLID. Sabiex tippartecipa
f'dan I-ezercizzju bl-uzu tal-cloud ta’ IUCLID, jekk joghgbok ikklikkja fuqg I-ikona ta’ IUCLID fin-
naha t'isfel tax-xellug tal-pagna dashboard tal-cloud ta’ IUCLID. Dan se jniedi I-verzjoni tal-
klijent ta’ IUCLID, jigifieri kif jidher se jkun I-istess bhal IUCLID kompjuterizzat, u int se tkun
tista’ ssegwi r-ritratti tal-iskrin ta’ din |-ispjegazzjoni tal-ezercizzju.

,,,,,
= Dashboard
A
-

L

2. Istruzzjonijiet

2.1. Tifsira

Int ir-Registrant principali tal-ECHA_SustanzataTahrigX. Ir-redistrazzjoni kongunta tkopri
-medda ta’ tunnellagg ta’ 10-100 t/y. Barra minn hekk, it-tunnellagg manifatturat tieghek
stess ta’ din is-sustanza huwa ta’ 10-100 t/y. Bhala registrant principali, int tipprovdi I-
Gwida dwar Uzu Sigur (GSU, Guidance on Safe Use fit-tagsima 11 ta’ IUCLID) u r-Rapport

dwar is-Sigurta Kimika (CSR fit-tagsima 13 ta’ IUCLID) ghan-nom tal-membri tal-
prezentazzjoni kongunta.

2.2. L-ezercizzju pass wara pass

PASS 1: Niedi IUCLID 6 u importa I-fajl ta’ sustanza ta’ tahrig (format .i6z).
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https://echa.europa.eu/support/dossier-submission-tools/echa-cloud-services.
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Administration
°®
‘e @
My account Impori JING Bulk export

PASS 2:Sib is-sustanza tieghek

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

PASS 3:Haddem I-Assistent ta’ validazzjoni fuq is-sett tad-data tas-sustanza tieghek u kkoregi
[-izbalji tal-prezentazzjoni rrappurtati kollha

Chemical name Legal entity name | "’, Validation assistant wizard — m] %

Validation assistant - Submission type specification

e TrainingSubstanceZ  [Example Company 1 |

! N
& TestS = Phaminaie gency | m

n Open

[;‘;1 Create Dossier Dossier type

B Pont Select submission tpe REACH Registration 10 - 100 tonnes =
i::.‘ Generate report [~ Use advanced setfiils—.select information to be checked bagedel Confidentiality and regulatory programme flags

[é] Export

X Delete

& fatd

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

-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)

-

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

PASS 4: Kun cert |li ma jkun ghad baga’ I-ebda nuqgqas tal-prezentazzjoni. Ohloq id-dossier
tieghek.Imla I-informazzjoni tal-intestatura tad-dossier skont it-tifsira pprovduta fil-bidu tal-
ezercizzju.
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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

PASS 5:Haddem I-Assistent ta’ validazzjoni fuq id-dossier finali tieghek biex tivverifika li m’ghad
baga’ I-ebda nuqggas tal-prezentazzjoni.

» Jekk |-Assistent ta’ validazzjoni xorta jibga’ juri I-izbalji: mur lura ghas-sett tad-data
tas-sustanza tieghek, ikkoregi |-izbalji mbaghad ohloq dossier gdid.

» Jekk I-Assistent ta’ validazzjoni ma jirrapporta I-ebda zball: esporta d-dossier tieghek
u ssejvjah fuq il-kompjuter tieghek.

Id-dossier ta’ tahrig tieghek issa lest!
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3. Spjegazzjoni ghall-ezercizzju

Is-soluzzjonijiet li gejjin jipprovdu biss parir tekniku dwar kif tikkoregi I-izbalji tal-
prezentazzjoni. L-ispjegazzjonijiet ghala c¢erta informazzjoni hija mehtiega mhumiex fil-
kamp ta’ applikazzjoni ta’ dan il-materjal ta’ tahrig izda jistghu jinstabu fil-manwal tal-ECHA
“Kif tipprepara registrazzjoni u dossiers tal-PPORD"” fuq https://echa.europa.eu/manuals.

3.1. Ghajnuniet dwar kif tuza I-Assistent ta’ validazzjoni

<\
Validated entity. ECHA_TrainingSubstance_1 / TestSubstanceX / TestSubstanceX / 9043-30-5
n:me of validation; 2017705/24 14:43:18
ahidation scenano: SC0110 - Registration, lead 10-100, CSR, own GSU

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

wlotonosa check includes addtional verifications of the regstration dossier by ECHA stafl, to ensure that all the nquuod el
than

the Vahdation assistant and they may lead to a diff

pWalidation assss o0 Seclio he obligation to submit a dossser that fulfils all relevant legal requirements
( £ B3 Copy report Filter Al ~ Rule level. Al
a Kection  ~MSection name Document n 'M'essag; Rule type Rule level
BR176 12 Composition |Composition |For each composition record in section 1.2, the field Type of Business rule |
composition’ must be indicated i the selection ‘other’ 1s made, the © Failure
o - | 1 |adjacent text field must be filled in B ®
IBR177 12 Composition Joint submission lead reg: s must include at least one Business rule |
composition which descnbes the collectively agreed boundaries of the \
registered substance. To this end, indicate in section 1.2 the Type of 1 Failure
composition” as boundary composition of the substance’. Multiple
— | L L |boundary compositions can be prowded, f relevant. . ‘
TCC_0104 0 |14 Analytical  |Analytical | Section 1.4 is incomplete. Al least one row must be created inthe Completenes
2 Information, |Information  (table ‘Analytical determmation”. In each row, the following must be $ check
Analytical pronded
determination - 3 selection must be made in the Purpose of analysis’ pickhist

b domad,

2) |

lection must be made in the ‘Analysis type’ pecklist

mber in the table hment must exast in the ‘Attached methods/results”

@ Validation assistant - Report

h for not prowiding a method/result must be indicated |

d d by this

’

Wara |i tikkoregi

nuqqas,

| X @

ikklikkja fuq I-ikona

“save”

(“issejvja”) f'IUCLID

o u tella” mill-gdid ir-rapport tal-Assistent ta’ validazzjoni billi

tikklikkja fuq il-buttuna re-check (ivverifika mill-gdid) (li tidher fir-ritratt tal-iskrin hawn
fuq). Jekk in-nuqqgas gie kkoredgut kif mehtieg, allura I-messagg ta’ nuqqgas rispettiv telaq
mir-rapport.

Xi drabi jista’ jigri li “titlef” |-Assistent ta’ validazzjoni tieghek. Meta tipprova terga’ tifthu
tircievi messagg ta’ zball li jghid li dan diga miftuh. Tista’ “ssib” |-Assistent ta’ validazzjoni
billi tikklikkja fuq I-ikona tal-Assistent ta’ validazzjoni fin-naha t'isfel tal-lemin tal-pagna ta’

IUCLID tieghek.

/
TestSubstiTraining Co Tn!Sub:lJ?O‘MsMT
$ w /9043-30-4

944.3474 |

'.7 TestSubsty
® TestSubstzTraining Co... i} / IUPAC_n2017-05-09T
| | 14414302

Nisplaying 2 result(s)

Third party

Role in the supply chain v
Identification of substance v
Type of substance v
7 Information panel
§ Inform
Type & Substance
UUID {760 14159-0702-4585-9088-7a291cbi9919
Dossier UUID ‘

won | il Clipboard manager R Attachments @ Modification history [£ Annotations

& References

\‘ 10

Annankatu 18, Kaxxa Postali 400, FI-00121 Helsinki, IlI-Finlandja | Tel. +358 9 686180 | Fax +358 9 68618210 | echa.europa.eu


https://echa.europa.eu/manuals

3.2. Nuqqas BR176 u BR177

Kumment: Meta tikkoregi BR177, BR176 jigi kkoregut ukoll

BRATY

1.2 Composition

Joint submission lead registrants must include at least one composition
which describes the collectively agreed boundaries of the registered

can be provided, if relevant.

substance. To this end, indicate in section 1.2 the Type of composition® as
"boundary compesition of the substance’. Multiple boundary compositions

Business rule

9 Failur

BR176

12 Composition

Composition

be filed in.

For each composition record in 2ection 1.2, the field Type of composition®
must be indicated. If the selection "other:” is made, the adjacent text field must

Business rule

2 Failur

3.2.

PASS 1: F'dan l-ezercizzju,

1. Kif tikkoregih?

int ir-registrant principali u ghalhekk tehtieg zewg rekords ta’

kompozizzjoni fit-tagsima 1.2 ta’ IUCLID: wiehed immarkat bhala “kompozizzjoni ta’ entita legali
tas-sustanza” u t-tieni wiehed immarkat bhala “kompozizzjoni konfinali tas-sustanza”.It-tieni
rekord ta’ kompozizzjoni ghandu jiddeskrivi I-konfini tar-registrazzjoni kongunta.

Dawn |-izbalji ta’ regoli tal-operazzjonijiet jindikaw li tehtieg taghmel ghazla fil-kaxxa “Type of
composition” (“Tip ta’ kompozizzjoni”) fit-tieni rekord ta’ kompozizzjoni u taghzel “boundary
composition of the substance” (“kompozizzjoni konfinali tas-sustanza”).

Search| TOC | Annotations
REACH Complete table of c( ... ' ¥

Y
+
B

& i 1.1 Identification
- & 1.2 Composition

@ LE composition / tate / form
| @ Composition | solid: bulk Il Othe
el ldentiiecs Descaotion of compasition

0 Related information -
1 General information

BB B v

General Information A
Name

Standard composition
Type of composition

CORE / Composition / Compasition / ECHA_TrainingSubstance

X ©

boundary composition of the substance

3.3. Nuqqas TCC_0104_02

TCC_0104_02 [1.4

There is mmmhmq wrong or missir
in thP sr’mnd row of Ihr’ table

Analytical Analytical
Information, Information
Analytical

determination,

2}

Analw,mral determination

Section 1.4 is incomplete. At least one row must be created in the table
"Analytical determination’. In 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 methodiresult must be indicated. To this end, make a
==lection in the field "Raticnale for no results” and insert an explanation in the

L q sification’ field, clearly stating the reasons for not providing the information.

Mote that the "Analysis type’ fiel iz a multi-select list; if several selections are
made, the correzponding resulis or justifications for all must be provided in the
=ame row. If vou select "other” in any of the picklist fields, the adjacent text field
must be filled in.

Completeness
check

Q Failure
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3.3.1. Kif tikkoregih?

PASS 1:Aghzel ir-ringiela 2 tat-tabella “"Analytical determination” (“Determinazzjoni analitika”)
u aghzel Edit (Editja)

Search TOC  Annotations RS X @
REACH Registration 1 - 10 tonnes, stz ... | ¥
- e S| Analytical information A
Y Text fitte -
# [ 0 Related information 7| ®
5§ 1 General information Methods and results of analysis A
= & 11 Identification Analytical determination
é Identification [Purpose of analysis Analysis type Type of informatio... Attached methods... Rationale for no re... Justification Remarks
|quantification formatior oc7235KB7 B
ﬁ SE Comppiox il | |application/msword | | | [ et
@ LE composition identification and/or results Analytical [Remarks
+ [ 1.3 Identifiers |quantification results doc / 23.5
. [ | KB/ -l
= @ 14 Analytical Information . 1 .
@ Analytical Information + Add X Delete A Move up
B 1.5 Joint submission Optical actity
E 1.6 Sponsors not relevant vee G
# & 17 Sunnliers Remarks

PASS 2:Aghmel ghazla mil-lista li tinzel “Analysis type” ("Tip ta’ analizi”)

& Anabical Selerrenstion £

Purpits of Braies
[ e

lhuj-nl,-p-

Typa of andoreatan prowsiid

e -

A P o il s

B dsytecal reilts dos 30 5 KB gl atvie rriessd 80K
Ratsonule o e reaulls

St gdan

Reemarin,

Revnaria

3.4. Nuqqas BR049 u TCC_0303_01

Kumment: Meta tikkoregi BR049, TCC_0303_01 jigi kkoregut ukoll u vice versa

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 uzing the field "Related manufacturefown
use’ to at least one manufacture record in section 3.5.1.

BRO4% 3.3 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 production site in 2ection 3.3,
To thiz end, you must create a record in section 3.3; link a 'Site’ to it; and link it Q Failure
using the field ‘Related manufacture/own use' to at least one manufacture recerd
in section 3.5.1.
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3.4.1. Kif tikkoregih?

PASS 1: Ohloqg
tagsima 3.5.1

rekord

=N - BE R
@ Sees 001
B 34 nlormation on metures
= B 15 Use and exposere sdormation
H 1500 e

ade o

gdid  fit-

215 1 Mantacn—

© B 352 Fommdane ® "“5

# B 353 Vs 2 ot st

# [ 254 Widespmad wses by prole =

8 8 255 Conswmer wses
o [ 356 Sennce e

PASS 3:... ERC and PROC (...
||n-ﬂ 37 Entevated guirdiie
[BF - EE3-™

& Seen 001

[ 14 imiormation on mixhwss
= B 15 U and sopedens sikermaton
[ 3 &9 Une andl exposurs miormation releant for o uses

o 0 ve Pty
1:‘ 15 3 Uiges o anduninagl pey
15 4 Wdepread wbas by prodessansl wivkes
S [l 35 5 Consurms wiet
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
= el ]

PASS 2: Bhala minimu imla I-ogsma Manufacture

name and ..

:lﬂ I Manufacture, use and exposnes
# [l 32 Estimated quartities
= B 33 Sees
& Sites 001
B 3.4 formation on medsees
= B 35 Use and exposurs indermation

E 350 Use and exposars idormabon relevant for all uses

¢ﬂ!53u:u:mwunn

il S daacaac snas b coofaazinnal scsacs

ERC u PROC)

kang

.(Isem tal-manifattura u ...)

Mlarndacturs numibsed

MlarndBc i nae
Tt harie

Further descnpbon of mamdsctur
- 1LY I

Mormal = Agency FB

Emsronmentsl selsass caegony [ERC)

[=ERCT amdacius of the subalance

Contrbuting Bctrty | Lichague kor workers

e of Bttty | echeigue
Ly
- ] pretein. no axpaaee

PASS 4: Mur fit-tagsima 3.3 Siti.Illinkja I-uzu tal-manifattura mas-sit

- | zmmmamum-mq
= B IManuts use and

Xpo!

‘ Logal entty owner S Trawnng Company / Helsnds / Finland

+ [ )2 Estomated quantities
= @ 33Sees
@ Stes 001
i i on O Modurey

= ’35Uu.ﬁv_v.
H 250 Use and exposure mformation ¢
= G 35 1 Mandtacturs F

@ Manutacture 001

@ [ 152 Formulation or re-packing
# [ 353 Uses at mdusteal stes
& [ 358 Widesproad uses by profe
# [ 355 Consumer uses
4 [l 256 Serace e

@ [ 36 Uses advised aganst

R

4, Select » related item

Yl

Fy P ey

I( oone:m:mm;mw Sy
{ eoairmn-m..mwznuwm

py / Tost

P/ Test 3 M
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3.5. Nuqqas 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. Kif tikkoregih?

PASS 1:Identifika r-raguni ghall-izball > Hazard assessment conclusion not filled in (Konkluzjoni
tal-istima tal-periklu mhijiex mimlija)

Search TOC | Annotations
REACH Registration 10 - 100 tonnes

Y Text filter

S k= X @

Administrative data v

Hazard for aquatic organisms »

- 0 Related infarmation
[ 1 General information

Freshwater w

E“ 2 Classification & Labelling and PBT assessment Marine water v For the exercise
n
B 3 Manufacture, use and exposure STP v select "no hazard
H B M "
E“ 4 Physical and chemical properties ediment (freshwater) » dentified
t Ek 5 Environmental fate and pathways Hazard assessment conclusion
@i 6 Ecotoxicological information e
: a |Ecotoxi{:o|ogical Information-copy
6.1 Aguatic toxicit
Ek q ¥ Assessment factor
3.6. Nuqqas TCC_07_01
TCC_07_01 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 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. Kif tikkoregih?

PASS 1:Identifika fejn jinsab ezatt I-izball

10

W-EYE-LOC

information __linforma

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
|'LTT!.'5 OISO
TCC 07 01 |7 Toxicological |Toxicolgo ection 715 nn mary must be created I

reated summary must be |
ers’ and ‘General

2 'Hazard assessment

er toxicological threshold’
eprovided in the fields under

W - Workers
EYE - Hazard for the eyes
LOC - Local effects

PASS 2:Identifika r-raguni ghall-izball > Hazard assessment conclusion not filled in (Konkluzjoni

tal-istima tal-periklu mhijiex mimlija)

Search | TOC | Annotations

REACH Registration 10 - 100 tonne: ... ¥
Y Text filter =
-l 0 Related information

E* 1 General information

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

RS | X| @

Administrative data v

Workers - Hazard via inhalation route v
Workers - Hazard via dermal route v
Workers - Hazard for the eyes v
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. Nuqqas 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. Kif tikkoregih?

PASS 1:0hloq rekord gdid fit-tagsima 11
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712 Addttional toxicological information
% B 8 Analytical methods
| 11 Guidance on safe use
B 12 Literature sean & New rqcord
= & 13 Assessment reports h
13 1 Chemical Safety Report (Part A)
@ CSR_nojustification-copy
@ Assessment Reports 002-copy(1)
# [ 14 Information requirements

PASS 2:Identifika liema kaxex ma mtlewx bl-informazzjoni mehtiega.
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