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1. Bevezeto

A feladat célja, hogy megismerkedjen az IUCLID 6-tal és a validalasi segéddel, mielGtt
Javasoljuk, hogy eldszor tekintse at a prezentaciot (kb. egy éra), majd végezze el a feladatot
(kb. egy ora). A feladatra vonatkozd utasitdsokat kéveten talalhaté a megolddkulcs. A
megolddkulcs technikai tanacsokat nyujt a feladat teljesitéséhez, de nem nyujt a
szabalyozassal kapcsolatban tanacsokat. Felhivjuk a figyelmet, hogy a feladatban szerepld
anyagadatallomany nem tartalmaz valddi adatokat, és nem szolgdlhat mintaul a REACH
kovetelményeinek teljesitéséhez.

A feladat elvégzéséhez sziikség lesz az IUCLID 6-ra. Navigdljon az IUCLID 6 weboldalara,
hozzon létre fiokot vagy jelentkezzen be, és toltse le az IUCLID 6 asztali verzidjat. Lasd:
https://iuclidé.echa.europa.eu/.

Masik lehetdségként hasznalhatja az IUCLID felh6 prdobaverzidjat, amely az ECHA alabbi
weboldalan érheté el: https://echa.europa.eu/support/dossier-submission-tools/echa-
cloud-services.

Bejelentkezhet az ECHA-fidk hitelesitési adataival (ugyanugy, mint a REACH-IT fidkba), és
feliratkozhat az IUCLID felhd probaverzidjara. Ahhoz, hogy a feladat soran hasznalni tudja az
IUCLID felh6t, kattintson az IUCLID felhd iranyitépultjanak bal alsé sarkaban talalhaté IUCLID
ikonra. Ezzel elinditja az IUCLID kliens verzidjat, azaz a megjelenés és m(ikodés egyezni fog az
IUCLID asztali verzidjaval, és tudja kovetni a feladat megolddkulcsat bemutato
képernyOképeket.
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2. Utmutatasok

2.1. A feladat ismertetése

On a vezetd regisztralé az ECHA_TrainingSubstanceX anyag esetében. A kdzds regisztralds
a 10-100 t/év mennyiségi tartomanyra vonatkozik. Az On altal ebbél az anyagbdl gyartott
mennyiség is a 10-100 t/év tartomdnyba esik. On mint vezetd regisztrdld a kozds
adatbenyujtas tagjai nevében benyljtja a biztonsagos felhaszndldsra vonatkozo
irdnymutatast (GSU az IUCLID 11. adatmezdcsoportjaban) és a kémiai biztonsagi jelentést
(CSR az IUCLID 13. adatmezdcsoportjaban).

2.2. Feladat Iépésrol lépésre

1. LEPES: Inditsa el az IUCLID 6-ot és importalja a feladatban szerepl anyaghoz tartozé
(.i6z formatumu) fajlt.
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Administration
°®
‘e @
My account Impori JING Bulk export

2. LEPES: Keresse meg az anyagot.

Main tasks
T A
Muoaure / Product Template
L5 Category Annotation

3. LEPES: Futtassa le a validaldsi segédet az anyagadatallomanyon, és

adatbenyujtas 6sszes jelzett hibajat.

Chemical name Legal entity name | 4, Validation assistant wizard
é TrainingSubstanceZ Example Company 1 | Validation assistant - Submission type specification
é TestSub X = Ch I~ &gency |
| & Open
[@ Create Dossier Dossier type
%2 Prnt Select submission thpe REACH Registration 10 - 100 tonnes
:i—; Generate report [~ Use advanced settiissgelect information to be checked baggd-sil Confidentiality and regulatory programme flags
[&'21 Export
X Delete
& jatdi

javitsa

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

& Validation assistant

b, Validat

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-sieEoiated Ediates 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

ki az

Cancel

4. LEPES: Gy6z6djon meg réla, hogy az adatbenyujtassal kapcsolatban nincs tobb hiba. Hozza
létre dokumentaciéjat. A feladat ismertetésének megfeleléen adja meg az adatokat a

dokumentacio fejlécében.
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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

5. LEPES: Futtassa le a validalasi segédet a végleges dokumentécion annak ellendrzésére, hogy
az adatbenyujtassal kapcsolatban nincs tébb hiba.

> Ha a validalasi segéd még mindig jelez hibat: vissza kell I|épni az
anyagadatallomanyhoz, ki kell javitani a hibakat, majd Uj dokumentaciét kell
létrehozni.

> Ha a validalasi segéd nem jelez hibat: exportalja a dokumentaciojat, és mentse le a

szamitégépre.

A feladat dokumentacioja most mar kész!
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3. A feladat megoldokulcsa

Az alabbi megolddkulcs csak technikai tanacsot nyujt az adatbenyujtassal kapcsolatos hibak
kijavitdsdra. Annak magyardazata, hogy egyes adatokra miért van sziikség, nem képezi a
feladat részét, de megtalalhaté a Regisztralasi és PPORD dokumentacidok elkészitése c.
ECHA-kézikonyvben (https://echa.europa.eu/manuals).

3.1. Javaslatok a validalasi segéd hasznalatahoz

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 W
ualty checks (6)
55 check rules (10)
nplotenou check includes addtional verifications of the regstration dossier by ECHA stafl, to ensure that all the required of
= the Vahdation assistant and they may lead to a diff than ind d by this
| ahdation ass:s 5 ’ he obligation to submit a dossser that fulfils all relevant legal requirements
{ ¥ ) Copy repon Filter Al ~ Rule level. Al
Section tion name Document n Message ) N 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”’ is made. the 1O Failure
| 1 |adjacent text field must be filled in | - A
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 tho "I’ypo of © Failure
composition’ as boundary comp of the nce’
| | L L |boundary compositions can be provided, f relevant. S
TCC_0104 0 (14 Analytical | Analytical  |Section 1.4 is incomplete. At least one row must be created inthe  Completenes
2 Information, |Information  (table ‘Analytical determmation”. In each row, the following must be $ check
Analytical provded
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  [iment must exist in the "Attached methods/results”
| 5 A ~~ pfornot providing a method/result must be indicated | -
/
© Validation assistant - Report Back
A hiba kijavitasa utan kattintson a ,save” (mentes) ikonra az IUCLID-ben,

2 | | '@ es frissitse a validalasi seged jelentését az Ujraellendrzés

gombra kattintva (lasd a fenti képerny6képen). Ha a hiba megfeleléen kijavitasra kerdlt,
akkor a hibalizenet eltlinik a jelentésbdl.

Esetenként el6fordulhat, hogy ,elvesziti” a validalasi segédet. Ha Ujbdl megproébalja
megnyitni, egy hibalizenetet kap arrél, hogy mar meg van nyitva. A validalasi segédet az
IUCLID jobb alsé sarkaban taldlhaté validalasi segéd ikonra kattintva ,talalja meg”.

/ Third party
® TestSubstiTraining Co.. I} TestSubstd2017.05.09T
/ 9043-30. @
AEAT4 Role in ly chain v
‘ TesiSubstd ole in the supply ch
® TestSubstzTraining Co @ /IUPAC_n2017-05-09T | | Identification of substance v
| 14414302
) Type of substance v -

JNisplaying 2 result{s)

Annankatu 18, P.O. Box 400, FI-00121 Helsinki, Finnorszag | Tel.:

i Information panel
i Information | i Clipboard manager % Attachments @ Modification history [E} Annotations % References

\‘ N

Type &y Substance

UUID {70 14159-0702-4585-9088-7a291cb9919
Dossier UUID ‘
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3.2. BR176 és BR177 hiba

Megjegyzés: A BR177 hiba kijavitasaval kijavitasra keril a BR176 hiba is.

BRI177 1.2 Composition Joint submizsion lead registrants must include at least one composition Buzinezs rule
which describes the collectively agreed boundaries of the registered
substance. To this end, indicate in section 1.2 the Type of composition’ as 9 Failur
"boundary composition 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’ Business rule
must be indicated. If the selection 'other:” is made, the adjacent text field must ﬂ Failur
be filled in.

3.2.1. Hogyan kell kijavitani a hibat?

1. LEPES: Ebben a feladatban On a vezetd regisztrald, ezért az IUCLID 1.2.
adatmezG6csoportjaban két Gsszetétel-rekordra van sziksége: az egyik jeldlése ,legal entity
composition of the substance” (az anyag jogi személy altali 6sszetétele), a masiké pedig
~boundary composition of the substance” (az anyag hatarosszetétele). Ez a masodik 0sszetétel
a kOz06s regisztralas kereteit ismerteti.

Ezek az Uzleti szabalyok szerinti hibak azt jelzik, hogy a masodik 0sszetétel-rekordban a , Type
of composition” (Az 6sszetétel tipusa) mezdben a ,boundary composition of the substance” (az
anyag hatarosszetétele) opciot kell valasztania.

CORE / Composition / Composition / ECHA_TrainingSubstance_°
Search TOC ' Annotations BRI S X @

RE5CH' (.Z?nvapiem oo : General Information A

h il s | Name

#-[ 0 Related information |~
- & 1 General information
& f@i’ 1.1 Identification
— & 1.2 Composition
@ LE composition / tate / form
[ @ Composition ] solid: bulk o 1 X Vther
e ddeatfiers L Descaotion of comnasition

Standard composition
Type of composition

boundary composition of the substance "] Uther

3.3. TCC_0104_02 hiba

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 "Analyzis type' picklist
(2) - either an attachment must exist in the "Attached methodsz/results’ field, or a
reasen for not providing a methodiresult must be indicated. To this end, make a

==laction in the field ‘Rationale for no results’ and insert an explanation in the 0 Failure
hr’r € |"’ (‘nm et h | ”q wi DHL'_.] arm |"’"’| NG sification’ field, clearly stating the reasens for not providing the information.
IH H'Il" “P(nnd row ﬂf ”‘Il"' ta b|l" MNote that the "Analysis type' field is a multi-select list; if several selections are
A n a ||,’;'[ ical (j etermin ;31 ion made, the correspoending resufts 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. Hogyan kell kijavitani a hibat?

Search T Annotations
REACH Registration 1 - 10 tonnes, stz ... | ¥

# [ 0 Related information - ' ®

& 1 General information

= b' 1.1 ldentification
@& Identification

& 1.2 Composition

@ LE composition

4 [ 1.3 Identifiers

= [ 14 Analytical Information
@ Analytical Information

1. LEPES: Jeldlje ki a 2. sort az ,Analytical determination” (Analitikai meghatarozas)
tablazatban, és kattintson az Edit (Szerkesztés) gombra.
L L JE e TR JK J
Analytical information A

Methods and results of analysis A

Analytical determination

:Purposec;f ;r;él;:é{s Analysis type Type of informatio... Attached methods... Rationale for no re... Justification Remarks

|quantification o oc7235KB7 |~

| — - | | _application/msword | Jiix®

identification and/or results Analytical |Remarks

| quantification ‘ results doc / 23 5 | l

L KB/ ~

+ Add X Delete A Move up
Optical activity

B 1.5 Joint submission
& 1.6 Sponsors
# & 17 Sunnliers

2. LEPES: Az ,Analysis type” (Analizis tipusa)

& Anabical Selerrenstion

Purpits of Bty
[ e
At Dy

Typa of andoreatan prowsiid
- T =
At b ot el

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

St gdan

Harrarvy

not relevant

Remarks

x

3.4. BR049 és TCC_0303_01 hiba

mezOben valasszon egy opciot.

Megjegyzés: A BR049 hiba kijavitasaval kijavitasra keril a TCC_0303_01 hiba is, és forditva.

TCC_0303_01 (3.3 Sites.

Sites.001

If you indicated in section 1.1 that your 'Role in the supply chain’ is
'Manufacturer’, then you must provide at least cne preduction site in section 3.3
To this end, you must create a record in section 3.3 and link a "Site’ to it. The
coentact address of each site must be provided; as a minimum the fields "Site
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.

Completeness
check

D Failure

BRO4% 33 Sites

If you indicated in section 1.1 that your ‘Role in the supply chain' is
'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
using the field ‘Related manufacture/own use’ to at least one manufacture record
in section 3.5.1.

Business rule

Q Failure
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3.4.1. Hogyan kell kijavitani a hibat?

1. LEPES: Hozzon

=l - ERE"
@ St

B 4 vomaton on motres

= [ 35 Use and exposere stormation
H 1500 me o,
B 25 1 Mantaca—

& B 352 Fomdane * " B’

o [l 3530 2 et st

+ [ 254 Wicespruad wset by professons worken

8 155 Consumer wses

o [l 356 Sensce e

3. LEPES: ... ERC és PROC

.-ﬂ 37 Entevated guirdiie
1 - BRI

= B 15 U and sopedens sikermaton
[E 359 Una anad wxpowore mdormaton releaant o ol unss

létre egy (j
rekordot a 3.5.1 adatmezd6csoportban.

- HIH.lmhdLn uss and sxposure
+ [l 32 Estimated quantties
=0 - ERET™
& Sites 001
[ 34 mlormation on mtures
- Hﬂéuummlm

E 350 Use and exposars idormabon relevant for all uses

=i B 3.5 1 Manulaciure

[ @ Mantactuw 001]
= ormulison o Fi-pd long
# [l 353 Uses ot industrial sites

& 3 actraty | um fox tha

il S Wea st cnas b coofaazinnal scsacs

2. LEPES: Legaldbb az aldbbi mezdket toltse ki:
Manufacture name (Gyartas megnevezése) és ...

BIE-IL"RY M

Mormal = | Agency FB

Harns of sctraty | bechesgue

Emsronmentsl seleass caegony (ERC)

[=ERCT amdacius of the subalance

Tveaden o 1% Pt Vo)
# [ 15 Y Unpen o oining g
+ [l V54 Wederpeead wies by prolessainal wirkes
# [l 355 Conpurss wbas
i [ 15 & Sensce e
i [ 36 Usds sdaied mpmenn
[ 3 7 Emsroamentsl misasament bom sregsed soustes

Contnbubng scirty | lechrgue for workers

Harme of Betray © Ibchegue

i [l 19 Eminasons rlrmtn
B 310 Apphet ateon b b dfiin of i

i‘ln-.' L)

4. LEPES: Navigdljon a 3.3. ,Sites” (Telephelyek) adatmezécsoporthoz.

I Procest Coepery (PROG) |_
me. o it of gL l

gyartasi célu felhasznaldst a telephellyel.

4 [ 2 Cassiication & Labeling and POT asse33 | | | ool srmey ownar B Trawreng Comgany | Hetunkd | Fnland

= B 3 Manufacture, use and exposure

Kapcsolja Ossze a

+ [ ) 2 Estomated quantities Remark

= &) 33 Sees 4 Select » related item
4 WIOIMaton 0N Modures

TR IsUm Manufacture / own use(s) A

= 250 Use and exposure formation n(
= & 351 Mandfactore
@ Manutacture 001
4+ [ 352 Formulation or re-packing
¥ [ 353 Uses at ndusteal stes
& [l 354 Wideapread unes by professiond
# [l 355 Consumer uses
B 156 Serace Me
+ [ 26 Uses advsed against
e
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3.5. TCC_06_01 hiba

TCC_06_01

Ecotoxicologic
al information,
Sediment
(freshwater)

Ecotoxicologic
al
Information-co
Py

Section 6 iz not complete. An endpoint summary must be created under
"Ecotoxicological infermation', and each created summary must be complete. For
each of the hazards, a selection must be made in the ‘Hazard assessment
cenclusion® picklist. If 'PNEC' was selected, the value and unit must be provided in
the fields under the conclusion.

Completeness
check

E:i Failure

3.5.1. Hogyan kell kijavitani a hibat?

1. LEPES: Allapitsa meg a hiba (,Hazard assessment conclusion” [Veszélyességi értékelés
kovetkeztetése] mez6 nincs kitdltve) okat.

Search TOC | Annotations

S k= X @

REACH Registration 10 - 100 tonnes N b .. ,
: - | Administrative data v
Y Teuxt filter
- - Hazard for aquatic organisms »
- 0 Related infarmation
. . Freshwater w
[ 1 General information
} 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
: M M n
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. TCC_07_01 hiba
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

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.

KD Failure
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3.6.1. Hogyan kell kijavitani a hibat?

1. LEPES: Allapitsa meg a hiba pontos helyét.

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

2. LEPES: Allapitsa meg a hiba (,Hazard assessment conclusion” [Veszélyességi értékelés
kovetkeztetése] mez6 nincs kitdltve) okat.

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.TCC_11_01 hiba
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. Hogyan kell kijavitani a hibat?

1. LEPES: Hozzon létre egy Uj rekordot a 11 adatmezdcsoportban.
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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

2. LEPES: Allapitsa meg, mely mezdk nincsenek kitdltve a sziikséges adatokkal.

*“|* 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
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