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1. Uvod

Ta vaja naj bi vam omogocila prvi stik z orodjem IUCLID 6 in pomocnikom

za validacijo, preden ustvarite svojo registracijsko dokumentacijo za rok za registracijo
REACH 2018. Priporo¢amo vam, da najprej preberete predstavitev (priblizno eno uro) in
nato nadaljujete z vajo (priblizno eno uro). Navodilom za vajo sledijo resSitve. Resitve
vsebujejo tehni¢ne nasvete, kako dokoncati vajo; ne vsebujejo regulativnih nasvetov.
Upostevajte, da nabor podatkov o snovi za usposabljanje ne vkljuCuje pravih podatkov in
se ne sme vzeti kot model za izpolnitev zahtev uredbe REACH.

Za vajo potrebujete IUCLID 6.Lahko greste na spletiS¢e IUCLID 6, se prijavite/registrirate
in prenesete razli¢ico IUCLID 6 za namizni racunalnik. Glej https://iuclid6.echa.europa.eu/.

Ali pa uporabite preizkusno storitev oblaka IUCLID, ki je na voljo prek

spletiS¢a agencije ECHA na spletnem naslovu https://echa.europa.eu/sl/support/dossier-
submission-tools/echa-cloud-services.

Lahko se prijavite na spletu s poverilnicami za svoj raCun ECHA (enake kot za vas racun
REACH-IT) in se narocdite na preizkusno storitev oblaka IUCLID.Za sodelovanje v tej vaji z
uporabo oblaka IUCLID kliknite ikono IUCLID v spodnjem levem kotu strani z nadzorno plosco
oblaka IUCLID.S tem boste zagnali razli¢ico IUCLID za stranke, pri kateri sta videz in obcutek
enaka kot pri razlic¢ici IUCLID za namizni racunalnik, in lahko boste spremljali posnetke zaslona
z resitvami te vaje.
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2. Navodila

2.1. Legenda

Ste glavni registracijski zavezanec za snov ECHA_TrainingSubstanceX. Skupna registracija
zajema koliCinski razpon 10-100 t/leto. Vasa proizvedena koli¢ina te snovi je prav tako 10-
100 t/leto. Kot glavni registracijski zavezanec v imenu ¢lanov skupne predlozZitve zagotovite
navodila za varno uporabo (GSU v razdelku 11 IUCLID) in porocilo o kemijski varnosti (CSR
v razdelku 13 IUCLID).

2.2. Vaja po korakih

KORAK 1:Zazenite IUCLID 6 in uvozite datoteko o snovi za usposabljanje (s koncnico .i6z).

Administration

a B @&

Annankatu 18, P.O. Box 400, FI-00121 Helsinki, Finska | Tel. +358 9 686180 | Faks +358 9 68618210 | echa.europa.eu


https://iuclid6.echa.europa.eu/
https://echa.europa.eu/sl/support/dossier-submission-tools/echa-cloud-services
https://echa.europa.eu/sl/support/dossier-submission-tools/echa-cloud-services

KORAK 2:Poiscite svojo snov.

Main tasks
=
|
Moaure / Product Template
Substance Fl‘ |=’I
L Category Annotation

KORAK 3:Zazenite pomocnika za validacijo na naboru podatkov za svojo snov in odpravite vse
sporoCene napake pri predlozitvi.

Chemical name Legal entity name | 4 Validation assistant wizard - H x
é TrainingSubstanceZ  Example Company 1 ] Validation assistant - Submission type specification
| | s

@ TestSubstance [Eumnnan Phaminsin Agancy |

n Open |

@ Create Dossier Dossier type

3 Pnnt Select submission thpe REACH Registration 10 - 100 tonnes =

1_;.‘ Generate report [~ Use advanced settifiss.select information to be checked bagad-sil confidentiality and regulatory programme flags

@ Expont

X Delete

& Validatds

N A
©  Provide the submission type information in order to determine the scenario of the validstion. m

& Validation assistant

%

Validation assistant - Enter additional information concerning your dossier

Type of submission

v Joint submission

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

EOVETES fonnage band (REACH Aticle 17)

-7
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

KORAK 4: Prepricajte se, da so odpravljene vse napake pri predloZitvi. Ustvarite svojo

dokumentacijo.Vnesite informacije iz glave dokumentacije v skladu z legendo, predstavljeno na
zacetku vaje.
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“hemical name Legal entity name Referenc
& TrainingSubstanceZ  Example Company 1 I3 G;g:
ECH

§ TestSubstanceX B Open agency [H ?10:-1(

E’“ 3 B¢ o

o3 Prnt "*f-’

E Generate report

[{'jj Export

X Delete

&b Validate

KORAK 5:Zazenite pomocnika za validacijo na svoji konc¢ni dokumentaciji, da preverite, ali so
bile odpravljene vse napake pri predlozitvi.

> Ce pomo¢nik za validacijo e vedno pokaZe napake: vrnite se v nabor podatkov za
svojo snov, popravite napake in nato ustvarite novo dokumentacijo.

> Ce pomocnik za validacijo ne sporodi nobene napake: izvozite dokumentacijo in jo
shranite na svojem racunalniku.

Vasa dokumentacija za usposabljanje je zdaj pripravljena!
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3. Resitve vaje

Naslednje resSitve vsebujejo samo tehni¢ne nasvete za odpravo napak pri predlozitvi.
Pojasnila, zakaj se zahtevajo nekatere informacije, ne spadajo v obseg tega gradiva za
usposabljanje, so pa na voljo v priro¢niku agencije ECHA ,Kako pripraviti dokumentacijo za
registracijo in prijavo PPORD" na spletnem naslovu echa.europa.eu/sl/manuals.

3.1. Nasveti za uporabo pomoc¢nika za validacijo

4 v
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)
‘nplotonou 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
5 Copy repon Filter Al ~ Rule level. Al
BRule Kection . A tion name Document n Message ; Rule type “Rule Jevel
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 1O Failure
| B | |adjacent text field must be filled in | Al
NBRITT 12 Composition Joint submission lead registrants 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 comp of the nce’. Multiph
— L L |boundary compositions can be pronded, f relevant. el
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 prownded
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 ~~ pfornot providing a method/result must be indicated | l_
’
© \Validation assistant - Report Back

Ko odpravite napako, kliknite ikono ,save" (shrani) v orodju IUCLID

[ 1]
@ s | & X1 @ in osveZite poroCilo pomocnika za validacijo s klikom na
gumb za ponoven pregled (na posnetku zaslona je prikazan zgoraj). Ce je bila napaka
odpravljena, kot je bilo zahtevano, je zadevno sporocilo o napaki izginilo iz porocila.

Obcasno se lahko zgodi, da ,izgubite" svojega pomocnika za validacijo. Ko ga skuSate znova
odpreti, dobite sporocilo o napaki, ki vam pove, da je Ze odprt. Pomocnika za validacijo
lahko ,najdete" s klikom na ikono pomocnika za validacijo v spodnjem desnem kotu strani
IUCLID.

/ J Third party
® TestSubst{Training Co... T} TestSubstd2017.05-09T
/9043-30-4 @
AT ] Role i in v
4 " TostSubsta ole in the supply chain
® TestSubstaTraining Co... i} / IUPAC_n2017-05-09T Identification of substance v
| /4414302
) - b - Type of substance v -
7 Information panel
i Information | iy Clipboard manager % Attachments @ Modification history [E} Annotations &% References

Type & Substance

UUID {70 14159-0702-4585-9088-7a291cb9919
Dossier UUID ‘

Jisplaying 2 resultis) \
&b SuperUser £ )
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3.2. Napaki BR176 in BR177

Opomba:Z odpravo napake BR177 se odpravi tudi napaka BR176.

BRI177 1.2 Composition

Joint submizsion lead registrants must include at least one composition
which describes the collectively agreed boundaries of the registered
substance. To thiz end, indicate in section 1.2 the Type of compesition' az
"boundary composition of the substance’. Multiple Boundary compositions
can be provided, if relevant.

Business rule

ﬂ Failur

BR176 12 Composition

Composition

For each composition record in section 1.2, the field Type of composition®

must be indicated. If the selection "other:” is made, the adjacent text field must

be filled in.

Business rule

ﬂ Failur

3.2.1. Kako odpraviti napako?

KORAK 1: V tej vaji ste glavni registracijski zavezanec, zato potrebujete v razdelku 1.2 IUCLID
dva zapisa sestave: eno z oznako ,sestava snovi pravnega subjekta™ in drugo z oznako ,mejna
sestava snovi“.Ta drugi zapis o sestavi je namenjen opisu meja skupne registracije.

Te napake pri poslovnih pravilih pokazejo, da morate opraviti izbiro v polju ,, Type of composition*
(Vrsta sestave) v drugem zapisu sestave in izbrati ,boundary composition of the substance"

(mejna sestava snovi).

Search TOC  Annotations
REACH Complete table of c( ... ' ¥
Y Text filter A
#-[@ 0 Related information
- B 1 General information
& @i 1.1 Identification
= & 1.2 Composition
@ LE composition
| @ Composition |

e
- |

‘mm—'

CORE / Composition / Composition / ECHA_TrainingSubstance_°

Ll AR

General Information A

Name

Standard composition
Type of composition

X ©

boundary composition of the substance i 'l Uthe

tate / form

solid: bulk ¥ | Uthe
—Nascanting of comoasiting

3.3. Napaka 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
Infermation, Information “Analytical determination’. In each row, the follewing 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 not providing a methodiresult must be indicated. To this end, make a
s | : : -« '==laction in the field "Rationale for no results’ and insert an explanation in the Q Failure
There is somet |"III‘I§] wrong or missing,

in thlr? F;r?mndlmw of the table

| _ .
Analytical determinat

ion

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

tification’ field, clearly stating the reasons for not providing the information.

3.3.1. Kako odpraviti napako?

KORAK 1:Izberite vrstico 2 v preglednici ,Analytical determination®™ (Analiticna dolocitev) in
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kliknite Edit (Uredi).

Search TOC | Annotations
REACH Registration 1 - 10 tonnes, stz ... | ¥
Y vt filt e -
# [ 0 Related information 9
- @ 1 General information

= & 11 Identification

LA 3N K S JRIN )
Analytical information A

®

Methods and resuits of analysis A

Analytical determination

é |dentification fb;rip;;eﬁgf;ﬁalysw Analysis type Type of informatio... Attached methods... Rationale for no re... Justification Remarks
- | fication o oc /235 KB/ ||
B¥ 1.2 Compositon i e | _application/msword | | JEEETE=—
@ LE composition lidentification and/or results Analytical |Remarks
[ 1.3 Identifiers ‘quantification results doc /235
= @ 14 Analytical Information y = | i KB/ =
@ Analytical Information D Add il A Move up
B 1.5 Joint submission Oppcat achey
B 1.6 Sponsors not relevant \ A
# = 17 Sunnliers Remarks
KORAK 2:Izberite na spustnem seznamu ,Analysis type" (Vrsta analize).
o Ansbicsl SeleiFersion s
Purpaas of snitbd
[ T SU =
Miribrie byt |
L ]
Tyt of wnloreatan proucied
Frerr 1 -
Al oo s
%wqmrm»m I & W ) e Wy i s W F X
Rateonale o no maulla
e
Remarin
Ferrarhs
3.4. Napaki BR049 in TCC_0303_01
Opomba: Z odpravo napake BR049 se odpravi tudi napaka TCC_0303_01 in obratno.
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.
BRO4Y 33 Sites If you indicated in section 1.1 that your 'Role in the supply chain’is Busziness 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 @ Failure
uging the field 'Related manufacture/own use' to at least one manufacture record
in section 3.5.1.

3.4.1. Kako odpraviti napako?

KORAK 1: V razdelku 3.5.1 ustvarite

nov zapis.

KORAK 2: Izpolnite vsaj polja za ime proizvajalca ter
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=N - BRE" = @ ¥ Manutacture, use and exposure Mlpenipctory rumbe
a. Sees 001 4 [l 32 Estimated quantties
3.4 information on motees = B 33 5ees Marntacture name
= B 15 Use and exposere sdormation H.s-..m Teat haré
H 350080 e oo et for o vaes B 3.4 formation on medsees
B 25 1 Mantacn— = B 35 Use and exposurs indermation Fuiths descripton of manacturing
gvﬂ)SZIM‘ "f"s: B 350 Use and exposure information relevant for all uses I IR

# [ 353 Uses 2 ol st = 351 Manufacture Monmal = | Agency FB
# [ 254 Widespad wses by prole = L
kang

8 155 Consumer wses ]
o [ 356 Senace e [ 353 Uses ot industrial sites
il S daacaac snas b coofaazinnal scsacs

KORAK 3:... kategorijo sproSc¢anja v okolje (ERC) in kategorijo procesa (PROC).

I [ 37 Estrated quirtibed & T g ictiity | i e i
[BF - EE3-™

® Sees 001 —

[ 14 imiormation on mixhwss
(Y T T ———— Harme of scirtty ¢ lechesque
[ 3 &9 Une andl exposurs miormation releant for o uses

Emarnamental seleais Lategeny [ERC)
[=ERCT amdacius of the subalance

Em - [CLTr Fy R
[l 35 3 Usen o aschiningl sates Contnbubng scirty | lechrgue for workers

15 4 Wdepread wbas by prodessansl wivkes
S [l 35 5 Consurms wiet —
i [ 15 & Sensce e
Harrs of Botralty e hisgue
i [ 36 Usds sdaied mpmenn
[ 3 7 Emsroamentsl misasament bom soregied Soustes
i [l 19 Eminasons rlrmtn —r— i
B 30 Appktation doi malbriation of uisi = — w1 nro
i‘lmf L)

KORAK 4: Pojdite v razdelek 3.3.Povezite proizvodnjo/uporabo z lokacijo proizvodnje.

¢ :’Q“"“"‘"M"‘m““‘ﬂ }Lqﬂmm B Trauneng Company | Hetsied | Finland
& B 3 Manufacture, use and expo

& [ 12 Estemated quantities Ramadk
= B 13S0 ¥ Select a related item X
@ Stes 001
- = on ON Mextures -

= ’351}““ PO |
H 250 Use and exposure mformation ¢
= G 351 Mandacture '
@ Manutacture 001
@ [ 152 Formulation or re-packing
[ 353 Uses at ndustmal stes
& [ 358 Widesproad uses by profe J

# [ 355 Consumer uses | [¥

4 [ 256 Sensce e ; = .
& [ 26 Uses advised against "*Vﬁ -

S |

3.5. Napaka TCC_06_01

TCC_06_01 [ Ecotoxicologic | Ecotoxicologic | Section § is not complete. An endpeint summary must be created under Completeness
al information, |al "Ecotoxicological infermation’, and each created summary must be complete. For | check
Sediment Informatien-ce | each of the hazards, a selection must be made in the ‘Hazard assessment Q Failure
(freshwater) |py conclusion® picklist. If 'PNEC’ was selected, the value and unit must be provided in
the fields under the conclusion.
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3.5.1. Kako odpraviti napako?

KORAK 1:Ugotovite razlog za napako > zakljucek iz ocene nevarnosti ni bil vhesen.

Search TOC | Annotations

REACH Registration 10 - 100 tonnes
Y Teuxt filter

RS X @

Administrative data v

&l 0 Related information
B 1 General information

E“ 2 Classification & Labelling and PBT assessment

" 3 Manufacture, use and exposure

Hazard for aquatic organisms A
f Freshwater w

Marine water

For the exercise
STP w select "no hazard

. - "
B 4 Physical and chemical properties ediment (freshwater) » dentified
£+ 5 Environmental fate and pathways Hazard assessment conclusion
=@l 6 Ecotoxicological information -
Co@ |Ecotoxi{:o|ogical Information-copy
[+ 6.1 Aquatic toxicit
& q Y Assessment factor
3.6. Napaka TCC_07_01
TCC_07_01 T Toxicological |Toxicolegical |Section 7 is not complete. An endpoint summary must be created under Completeness
information, infermation Toxicelogical infermation’, and each created summary must be complete. For check
GP-INH-3%'5-L each of the hazards for Woerkers' and "General population” a selection must be 0 Failure
T made in the "Hazard assessment conclusion® picklist. If 'DNEL", "DMEL’ or "other
toxicological threshold' was selected, the value and unit muzt be provided in the
fields under the conclusion.
TCC_07_01 T Toxicological |Toxicolegical |Section 7 is not complete. An endpoint summary must be created under Completeness
information, information Toxicological infermation’, 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 9 Fade
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.

3.6.1. Kako odpraviti napako?

KORAK 1:Ugotovite tocno mesto napake.
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10

Rule ~ Section nu... Section name Document n... Message f
TCC 07 01 |7 Toxicological |Toxic ! mary must be created I
information, linform GP - Gene_ral_ PODUEHIOFI reated summary must be |:
GP-INH-5YS- INH - Hazard via inhalation route ers’ and ‘General
LT SYS - Systemic effects 'H?zgrd lﬂsﬁeslsmemh "
er toxicological threshol
LT - Long term exposure ovided in the fields under
I'LTTU LUTICTU SO
TCC_07_01 |7 Toxicological |Toxicol ' i mary must be created I
information___linfarm W reated summary must be |:
W-EYE-LOC EYE H _WdO;Herﬁ ers’ and 'General
- Hazard for the eyes ‘Hazard assessment
LOC - Local effects er toxicological threshold’
provided in the fields under
|1he conclusion.

KORAK 2:Ugotovite razlog za napako

Search | TOC | Annotations

> zakljucek iz ocene nevarnosti ni bil vnesen.

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

- @ 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

-
- 7.1 Toxicokinetics, metabolism z
3.7. Napaka TCC_11_01
TCC_11_03 11 Guidance on Section 11 is incomplete. At the selected tonnage band, at least one record must |Completeness
=zafe use be created in section 11. Each record must contain at least 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 odpraviti napako?

KORAK 1:V razdelku 11 ustvarite nov zapis.
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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

KORAK 2:Ugotovite, katera polja niso bila izpolnjena z zahtevanimi informacijami.

*“|* 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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