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1. Uvod

Svrha je ovih materijala za vjezbu upoznati vas s alatom IUCLID 6 i programskim dodatkom
za provjeru (Validation assistant) prije izrade registracijskog dosjea za rok za registraciju
2018. u skladu s Uredbom REACH. Preporucuje se da prvo procitate prezentaciju (za Sto
vam je potreban otprilike jedan sat), a zatim da obavite vjezbu (Sto takoder traje otprilike
jedan sat). Nakon uputa za vjezbu slijedi rjesenje. Rjesenje pruza tehnicke upute o
obavljanju vjezbe, ali ne pruza savjete u pogledu regulatornih pitanja. Napominjemo da
skup podataka o tvari za vjezbu ne ukljucuje stvarne podatke i ne bi se trebao uzimati kao
model za ispunjavanje zahtjeva iz Uredbe REACH.

Za vjezbu je potreban IUCLID 6. Mozete oti¢i na internetsku stranicu alata IUCLID 6,
registrirati se/prijaviti se i preuzeti verziju alata IUCLID 6 za radnu povrSinu. Vidjeti
https://iuclidé.echa.europa.eu/.

Alternativno, mozete upotrijebiti probnu uslugu IUCLID u oblaku koja je dostupna putem
internetske stranice ECHA-e na: https://echa.europa.eu/support/dossier-submission-
tools/echa-cloud-services.

Mozete se prijaviti putem interneta s pomocu korisnickih podataka za otvaranje svojeg
korisnickog racuna u sustavu ECHA (isto kao i za korisni¢ki racun za REACH-IT) i pretplatiti
se na probnu uslugu IUCLID u oblaku. Za sudjelovanje u ovoj vjezbi uz koristenje alata IUCLID
u oblaku kliknite na ikonu IUCLID koja se nalazi u donjem lijevom uglu upravljacke ploce IUCLID-
a u oblaku. Time se pokrece verzija IUCLID-a za klijente, tj. pruza izgled alata IUCLID za radnu
povrsinu Sto vam omogucuje da pratite snimke zaslona ovog rjeSenja vjezbe.
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2. Upute

2.1. Legenda

Vi ste vodedi podnositelj registracije za ECHA_Tvar za vjezbuX. Zajednicka registracija
obuhvaca koli¢inski raspon od 10 do 100 t/g. Vasa proizvedena tonaza navedene tvari iznosi
od 10 do 100 t/g. Vi kao vodeci podnositelj registracije dajete smjernice za sigurnu uporabu
(GSU u odjeljku 11. IUCLID-a) i izvjesc¢e o kemijskoj sigurnosti (CSR u odjeljku 13. IUCLID-
a) u ime svih supodnositelja zajedniCke registracije.

2.2.Vjegba korak po korak

1. KORAK: Pokrenite IUCLID 6 i uvezite datoteku o tvari za vjezbu (format .i6z)
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2. KORAK: Pronadite svoju tvar

Main tasks
T
Muoaure / Product Template
L5 Category Annctation

3. KORAK: Pokrenite programski dodatak za provjeru skupa podataka o svojoj tvari i ispravite
prijavljene pogreske pri podnosenju

Chemical name Legal entity name | 4, Validation assistant wizard

é Tralning SubstanceZ Example Company 1 : ‘Validation assistant - Submission type specification

! bs ;
é TestSub: X I on 1~ agency | m
| Open |

Create Dossier

Dossier type

B Prnt Select submission thpe REACH Registration 10 - 100 tonnes

Generate report

[™ Use advanced settifsgglect information to be checked bagad-sif confidentiality and regulatory programme flags:

Export
Delete

& X &

jata
X A
©  Provide the submission type information in arder to determine the scenario of the validstion m

)

b, Validation assistant

Validation assistant - Enter additional information concerning your dossier

Type of submission

v Joint submission

Informati 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-sie Euigted EOEtes tonnage band (REACH Article 17)

.|
Transported isolated intermediates tonnage band (REACH Article 18)
.
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

4. KORAK: Pobrinite se da u podnesku vise nema nedostataka. Izradite svoj dosje. Ispunite
informacije u zaglavlju u skladu s legendom na pocetku vjezbe.
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“hemical name Legal entity name Referenc
& TrainingSubstanceZ  Example Company 1 I G;jﬂl
ECH

§ TestSubstanceX & Open agency [H 115:2:-:

o3 Prnt "*f-‘

E Generate report

[{'jj Export

X Delete

&b Validate

5. KORAK: Pokrenite programski dodatak za provjeru kako biste u konaénom dosjeu provjerili
da vise nema nedostataka.

i Ako programski dodatak i dalje pokazuje pogreske, vratite se na skup podataka o
tvari, ispravite pogreske i izradite nov dosje.

i Ako programski dodatak za provjeru ne prijavi pogreske, izvezite dosje i spremite ga
na svojem racunalu.

Vas dosje za vjezbu sada je spreman!
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3. Rjesenje za vjezbu

Sljedeca rjesenja pruzaju samo tehnicke savjete o ispravljanju pogresaka pri podnosenju
informacija. Objasnjenja o tome zasto se odredene informacije zahtijevaju nisu obuhvacena
ovim materijalima za vjezbu, ali su dostupna u priru¢niku ECHA-e ,, Kako izraditi registracijski
dosje i dosje o PPORD-u” dostupnom na: https://echa.europa.eu/manuals.

3.1. Savjeti za uporabu programskog dodatka za provjeru

<\
ahdated entity. ECHA_TrainingSubstance_1 / TestSubstanceX / TestSubstanceX / 9043-30-5
ime of validation: 2017/05/24 14:43:18
alidation scenano: SC0110 - Registration, lead 10-100, CSR, own GSU A
ualty checks (6) R
55 check rules (10)
wlotonou check includes addtional verifications of the regstration dossier by ECHA stafl, to ensure that all the roquuod el
the Vahdation assistant and they may lead to a diff than ind d by this
alidation assts he obligation to submit a dossier that fulfils all relevant legal requirements
B3 Copy report Filter Al ~ Rule level. Al
SRule Kection . A tion name Documen( n Message Rule type Rule level
BR176 1 2 Composition |Composition |For each composition record in section 1.2, the field Type of Business rule |
composition’ must be indicated i the selection ‘other”’ is made. the 1O Failure
| 1 |adjacent text field must be filled in | Al
NBR177 {12 Composition Joint submission lead regs 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 12 the "I’ype of 1 Failure
composition’ as boundary comp of the substance’ ‘
L L |boundary compositions can be pronded, f relevant. p—
TCC_0104 0 |14 Analytical | Analytical | Section 1.4 is incomplete. Al least one row must be created in the Completenes
2 Information, |Information  (table ‘Analytical determmation”. In each row, the following must be $ check
Analytical prowded
determination - 3 selection must be made in the Purpose of analysis’ pickhist
{2) e lection must be made in the ‘Analysis type’ pecklist
Row number inthe table  hment must exist in the ‘Attached methods/results’
2 ~ pfor not providing a method/result must be indicated | |
’

Nakon ispravijanja nedostatka kliknite na ikonu ,Save” (Spremi) u IUCLID-u

[ 1]
@ s | & X1 9 i osvjezite izvjesce programskog dodatka za provjeru klikom
na gumb ,Re-check” (Ponovna provjera) (prikazan na snimci zaslona iznad). Ako je
nedostatak odgovarajuce ispravljen, poruka o nedostatku viSe nece biti prikazana u
izvjescu.

Povremeno se moze dogoditi da programski dodatak za provjeru ,nestane”. Kada ga
pokusate ponovno otvoriti, primit ¢ete poruku o pogreski u kojoj piSe da je vec otvoren.
Mozete ,pronaci” programski dodatak klikom na ikonu programskog dodatka u donjem
desnom uglu vase stranice u IUCLID-u.

/ J Third party
& TestSubst{Training Co... Igd} TestSubsts2017.05.09T
/9043-30-4 @
| SHEU74 | Role in the supply chain v
E TestSubsty PPl
® TestSubstzTraining Co... i} / IUPAC_n2017-05-09T Identification of substance v
| 1441430-2
. . - Type of substance v -
7 Information panel
i Information | iy Clipboard manager % Attachments @ Modification history [E} Annotations g% References

Type & Substance

UUID {750 14159-0702-4585-9088-7a291cb9919
Dossier UUID ‘

Jisplaying 2 resultis) \
&b SuperUser £ )
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3.2. Nedostatci BR176 i BR177

Napomena: Ispravljanjem nedostatka BR177 ispravlja se i nedostatak BR176

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

3.2.1. Kako unijeti ispravke?

1. KORAK: U ovoj vjezbi vi ste vodeci podnositelj registracije i stoga trebate dva zapisa sastava
u odjeljku 1.2. IUCLID-a. Prvi se naziva ,legal entity composition of the substance” (sastav tvari
pravne osobe), a drugi ,boundary composition of the substance” (grani¢ni sastav tvari). U
drugom zapisu sastava opisuju se granice zajednicke registracije.

Navedene pogreske u pogledu poslovnih pravila upucuju na to da u polju ,Type of composition”
(Vrsta sastava) u drugom zapisu sastava trebate odabrati polje ,boundary composition of the
substance” (granic¢ni sastav tvari).

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. Nedostatak 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. Kako unijeti ispravke?

1. KORAK: Odaberite drugi redak tablice ,Analytical determination” (Analiticki podatci) i kliknite
na ,Edit” (Uredi)

Search TOC | Annotations RS X @
REACH Registration 1 - 10 tonnes, stz ... ¥
- e _. | Analytical information A
Y Text filte :
# [ 0 Related information 7| ®
5§ 1 General information Methods and results of analysis A
- b‘ 1.1 Identification Analytical determination
é Identification EPurpose of analysis Analysis type Type of informatio... Attached methods... Rationale for no re... Justification Remarks
g |quantification formatio oc 7235 KB/ |~
n 12 Composhion | S —— | _application/msword | | |
@ LE composition identification and/or results Analytical | [Remarks
4 [ 1.3 Identifiers |quantification results.doc / 235
" l KB/ -
= @ 14 Analytical Information . 1 _
@ Analytical Information + Add X Delete A Move up
B 1.5 Joint submission Optical actiy
E 1.6 Sponsors not relevant vee G
# & 17 Sunnliers J Remarks

2. KORAK: Odaberite polje iz padajuceg popisa ,Analysis type” (Vrsta analize)

& Anabical Selerrenstion £
Purpits of Braies
[ e
At yon
Typa of andoreatan prowsiid
— =
At b ot el
W hratytee ol revalls doe (73 6 KE | e Moy frriwsss T

Ratsonule o e reaulls

St gdan

Revnaria

3.4. Nedostatci BR049 i TCC_0303_01

Napomena: Ispravljanjem nedostatka BR049 ispravlja se i nedostatak TCC_0303_01 i obrnuto.

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 record
in section 3.5.1.
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3.4.1. Kako unijeti ispravke?

1. KORAK:
odjeljku 3.5.1.

Izradite novi zapis u

=] - ERE-"
@ St

B 34 nlormation on metures

= [ 35 Use ant exposere stormation
B 350 Use e - -
B 15 1 Mamdace—

& B 352 Formadane ‘,’“5

o [ 3530 2 ot st

+ B 254 Wicespuad wse vy prolessons

8 155 Consumer wses

o [l 356 Serace e

3. KORAK: ... ERCi PROC

I [ 37 Estrated quirtibed &

2. KORAK: Ispunite najmanje polje ,Manufacture

name” (Naziv proizvodnje) i ...

:-ﬂ 3 Manufacture, use and sxposure
+ [l 32 Estimated quantties
= B 33 Sees
@ Saes 001
B 3.4 formation on medsees
= B 35 Use and exposurs indermation
B 350 Use andd exposare indeimabon relevant o all uses
= [ 35 1 Manudacture

king
il S Wea st cnas b coofaazinnal scsacs

Further descnpbon of mamdsctur
- 1LY I

Mormal = | Agency FB

sty |
=R - e |
@ Sae 00 —
[ 14 imiormation on mixhwss
5 B 3% Use and dreust Harme of scirtty ¢ lechesque

[ 3 &9 Une andl exposurs miormation releant for o uses

== TRl 4 e b ke

[l 35 Y Uses on aduningl ptey

4 B 153 Welerpremd wies by proessansl wires

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 —

i‘lmf L)

4. KORAK: Idite na odjeljak 3.3. ,Sites” (Lokacije). Povezite uporabu u proizvodnji s

proizvodnom lokacijom

& [ 2 Cassication & Labeting nd PET 35033 | | | ooul seney ower B Trawsng Company | Helsinki / Finland

= B 3 Manufacture, use and exposure

+ B )2 Estomated quantities
=~ & 3135w

4 wio on On Modures

4 Select 3 related item

=R I5Us X ’
& 250 Use and exposure mformation ¢
= B 351 Mandacture
@ Manutacture 001
# [ 352 Formulation or re-packing
# [ 353 Uses at mdustmal stes
& [ 354 Widesproad unes by profe {
& [ 355 Consumer uses
4 156 Serace e
4 [ 36 Uses advsed aganst
d‘-l
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3.5. Nedostatak 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. Kako unijeti ispravke?

H 4

1. KORAK: Utvrdite razlog za pogresku > ,Hazard assessment conclusion not filled in
(Zakljucak o procjeni opasnosti nije unesen)

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

[ 1 General information

E“ 2 Classification & Labelling and PBT assessment Marine water v For the exercise
@i 3 Manufacture, use and exposure STP w select "no hazard

Administrative data v

Hazard for aquatic organisms »

Freshwater w

- - - - identified"
E“ 4 Physical and chemical properties ediment (freshwater) »
Ek 5 Environmental fate and pathways Hazard assessment conclusion
@i 6 Ecotoxicological information e
5 | |Ecotoxi{:o|ogical Information-copy
-l 6.1 Aguatic toxicit
Ek q ¥ Assessment factor
3.6. Nedostatak 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. Kako unijeti ispravke?

1. KORAK: Utvrdite to¢nu lokaciju pogreske

10

information __linforma

W-EYE-LOC

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 | Toxicolooi 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

2. KORAK: Utvrdite razlog za pogresku > ,Hazard assessment conclusion not filled in”
(Zakljucak o procjeni opasnosti nije unesen)

Search | TOC | Annotations

RS

| X @

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

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. Nedostatak 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. Kako unijeti ispravke?

1. KORAK: Izradite novi zapis u odjeljku 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

2. KORAK: Utvrdite u kojim poljima nisu unesene potrebne informacije.

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

Search TOC | Annotations BRI S X O
S ; »
RYEI:CH' :ogs(mm 1 - 10 tonnes, standard requirements hd Aduinisirative dats v—
Text filter
. . w—— 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 S P
& [ 5 Environmental fate and pathways LB "
# [’ 6 Ecotoxicological information Text here.
= [ 7 Toxicological information
@ Toxicological information
30~ RARI and AU Zo =
i+ [ 7.2 Acute Toxicity ’
(&) @ 7.3 Imtation / corrosion
= [ 74 Sensitisation
= [ 7.4.1 Skin sensitisation

@ Skin senstisation.001-copy
Handling and storage A
@ Skin sensitisation. 002 — ng

B 7.4.2 Respiratory sensitisation Text here
(4 [ 75 Repeated dose toxicity
[ [ 7.6 Genetic toxicity
I H77 Cumf\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 lvestock and pets Text here.
B 7.12 Addt g
i [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) ﬂ Disposal considerations A
@ CSR_nojustification-copy Text here..|

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