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1. Wprowadzenie

Celem niniejszego materiatu ¢wiczeniowego jest wprowadzenie do IUCLID 6 i Asystenta
walidacji przed sporzadzeniem dokumentacji rejestracyjnej przed uptywem terminu
rejestracji na podstawie rozporzgadzenia REACH w 2018 r. Zaleca sie najpierw przeczytac
prezentacje (ok. 1 godz.), a nastepnie wykonac ¢wiczenie (ok. 1 godz.). Po instrukcjach do
¢wiczenia zamieszczono klucz. Klucz zawiera wskazéwki techniczne dotyczace wykonania
¢wiczenia, ale nie zawiera wskazéwek regulacyjnych. Nalezy zauwazy¢, ze ¢wiczeniowy zbidr
danych o substancji nie zawiera prawdziwych danych i nie powinno sie go traktowac jako
wzoru w celu spetnienia wymogdéw REACH.

Do ukonczenia ¢éwiczenia konieczne jest narzedzie IUCLID 6. Nalezy wejs¢ na strone
internetowg IUCLID 6, zarejestrowac/zalogowac sie i pobraé¢ wersje pulpitowg IUCLID 6.
Zob. https://iuclid6.echa.europa.eu/.

Alternatywnie mozna skorzystac¢ z ustugi IUCLID Cloud Trial (IUCLID w chmurze), ktéra jest
dostepna na stronie internetowej ECHA

pod adresem https://echa.europa.eu/pl/support/dossier-submission-tools/echa-cloud-
services.

Na serwisie internetowym mozna zalogowac sie poprzez dane konta ECHA (takie same jak
dla konta REACH-IT) oraz zapisac sie na ustuge IUCLID Cloud Trial. Aby wzig¢ udziat w tym
¢wiczeniu, korzystajac z ustugi IUCLID w chmurze, nalezy klikng¢ ikone IUCLID w lewym dolnym
rogu strony nawigacyjnej IUCLID w chmurze. Nastepnie uruchomi sie wersja kliencka IUCLID,
tj. wyglad i obstuga beda takie same jak w przypadku wersji pulpitowej IUCLID i bedzie mozna
korzystac ze zrzutéw ekranu zamieszczonych w kluczu.
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2. Instrukcja
2.1. Legenda

Jeste$ wiodacym rejestrujgcym ECHA_Substancja(':wiczeniowaX. Wspdlna rejestracja
obejmuje zakres wielkosci obrotu wynoszacy 10-100 ton rocznie. Twoja wilasna
produkowana wielko$¢ obrotu tej substancji wynosi 10-100 ton rocznie. Jako wiodacy
rejestrujagcy zapewniasz wytyczne dotyczace bezpiecznego stosowania (GSU w sekcji 11
IUCLID) i raport bezpieczenstwa chemicznego (CSR w sekcji 13 IUCLID) w imieniu cztonkdow
dokonujacych wspdlnego przedtozenia dokumentacii.

2.2. Cwiczenie krok po kroku

KROK 1: Uruchom IUCLID 6 i zaimportuj plik dotyczacy substancji ¢wiczeniowej (format
.i62).
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https://iuclid6.echa.europa.eu/
https://echa.europa.eu/pl/support/dossier-submission-tools/echa-cloud-services.
https://echa.europa.eu/pl/support/dossier-submission-tools/echa-cloud-services.
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KROK 2:Znajdz swojg substancije.

Main tasks

¥ N
¢ =i

k" Category Annotation

KROK 3:Uruchom Asystenta walidacji (,Validation assistant”) w odniesieniu do zbioru danych o
twojej substancji i napraw wszystkie wskazane btedy w przedktadanej dokumentacji.

Chemical name Legal entity name 'J, Walidation assistant wizard _ O %

Validation assistant - Submission type specification

é TrainingSubstanceZ  [Example Company 1

: ol
@ Tests = oh I~ agency | -
n Open |
@ 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
& V

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

-4

"

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

ieaiates 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

KROK 4: Upewnij sie, ze w przedktadanej dokumentacji nie pozostaty zadne btedy. Utworz swojg
dokumentacje (,Create dossier”).Wprowadz informacje na temat nagtowka dokumentacji
zgodnie z legendg zamieszczong na poczatku ¢éwiczenia.
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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

KROK 5:Uruchom Asystenta walidacji w odniesieniu do twojej ostatecznej wersji dokumentacji,
aby sprawdzi¢, czy w przedktadanej dokumentacji nie pozostaty zadne btedy.

> Jezeli Asystent walidacji nadal wskazuje btedy, powrd¢ do zbioru danych o twojej
substancji, napraw btedy, a nastepnie utwdrz nowg dokumentacje.

> Jezeli Asystent walidacji nie zgftasza zadnych btedéow, wyeksportuj swojg
dokumentacje i zapisz ja na dysku.

Twoja dokumentacja ¢wiczeniowa jest gotowa!
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3. Klucz do ¢wiczenia

Rozwigzania przedstawione ponizej stanowig jedynie wskazdéwki techniczne na temat tego,
w jaki sposdb naprawi¢ btedy w przedktadanej dokumentacji. Niniejszy materiat szkoleniowy
nie obejmuje wyjasnien, dlaczego wymagane sg niektore informacje - takie wyjasnienia
znajduja sie w podreczniku ECHA pt. ,Jak przygotowa¢ dokumentacje rejestracyjng i
PPORD?” pod adresem https://echa.europa.eu/pl/manuals.

3.1. Wskazéwki dotyczace korzystania z Asystenta walidacji

<\

Validated entity. ECHA_TrainingSubstance_1 / TestSubstanceX / TestSubstanceX / 9043-30-5
ime of validation: 2017/05/24 14:43:18
\Vahidation scenano. SC0110 - Registration, lead 10-100, CSR, own GSU

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

A ‘-omenos: 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
0 alidation assus he obligation to submit a dossier that fulfils all relevant legal requirements
{ £ B Copy repont Filter Al > Rule level Al
Kection A tien name Document n 'Messag; 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 1O Failure
| _— |adjacent text field must be filled in | A
EBR17T 1.2 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 © Faiure

composition” as ‘boundary composition of the substance’. Multiple
|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 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) ahdanad lection must be made in the "Analysis type’ pscklist
1\4 Row number inthe table  [hment must exist in the ‘Attached methods/results”
2 ~ 7 pfor not providing a method/result must be indicated .

/

© Validation assistant - Report Back

naprawieniu btedu kliknij ikone ~Save” (,Zapisz”) w IUCLID

@ o X1 @ i od$wiez raport Asystenta walidacji, klikajac przycisk ,Re-
check” (,0dswiez”) (wskazany na powyzszej ilustracji). Jezeli btad zostat wiasciwie
naprawiony, raport nie bedzie zawiera¢ wiadomosci o tym btedzie.

Czasami moze sie zdarzy¢, ze okno Asystenta walidacji zniknie. Przy ponownym
uruchomieniu Asystenta pojawi sie wiadomos¢ o btedzie, wedtug ktdrej Asystent jest juz
otwarty. Okno Asystenta walidacji mozna ,odzyskac”, klikajac ikone Asystenta walidacji w
prawym dolnym rogu strony IUCLID.

/ 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
| 14414302
. . - Type of substance v -
7 Information panel
i Information | iy Clipboard manager % Attachments @ Modification history [E} Annotations g% References

Type & Substance

UUID {760 14159-0702-4585-9088-7a291cbi9919
Dossier UVID ‘

Jisplaying 2 result{s) \
&b SuperUser £ )
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3.2. Btedy BR176 i BR177

Uwaga: naprawienie btedu BR177 powoduje rowniez naprawienie btedu 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 this end, indicate in section 1.2 the Type of compesition’ az 9 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' Business rule
must be indicated. If the selection 'other.” is made, the adjacent text field must ﬁ Failur
be filled in.

3.2.1. Jak naprawic blad?

KROK 1: W tym c¢wiczeniu jestes wiodacym rejestrujacym, w zwigzku z czym potrzebujesz
dwoch rekordédw dotyczacych skifadu (,Compositions”) w sekcji 1.2 IUCLID: jednego
oznaczonego napisem ,legal entity composition of the substance” (,,sktad substancji - podmiot
prawny”) i drugiego oznaczonego napisem ,boundary composition of the substance” (,,graniczny
sktad substancji”).Drugi rekord dotyczacy skfadu ma stuzy¢ do opisania granic wspoélnej
rejestracji.

Te btedy zwigzane z regutami biznesowymi wskazuja, ze w polu ,Type of composition” (,Rodzaj
sktadu”) w drugim rekordzie dotyczacym sktadu trzeba wybraé opcje ,boundary composition of
the substance”.

CORE / Composition / Composition / ECHA TrainingSubstance_
Search TOC  Annotations BER S « X @

REAfCH. (‘Z?rr?plele table of ¢t ... : Goneral information A

h (s s | Name

#-[@ 0 Related information |~ |
- & 1 General information I
& [ 1.1 Identification
- & 1.2 Composition

@ LE composition [ tate / form
[ @ Composition l solid: bulk v |0 Vther
e RIS e S6RKAR. AE COMBOS tiOD

Standard composition
Type of composition

boundary composition of the substance 'l Uther

3.3. Btad 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} - gither an attachment must exist in the "Attached methods/results’ field, ora
reasen for not providing a methodiresult must be indicated. To this end, make a
==lection in the field "Rationale for no results’ and insert an explanation in the Q Failure

There is snmrthmq wrong or missir
in '[|1l" sr’mnd row of thr* table

1 _‘] stification’ field, clearly stating the reasens for not providing the information.

MNote that the "Analysis type' field is a multi-select list; if several selections are
A H a |!,)|r'[ ical (j etermin FJT ion made, the correspending 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.

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



3.3.1. Jak naprawi¢ btad?

KROK 1:Wybierz drugi wiersz tabeli ,Analytical determination” (,0znaczenie analityczne”) i
kliknij ,Edit” (,Edytuj”).

Search TOC | Annotations RS X @
REACH Registration 1 - 10 tonnes, stz ... | ¥
- - _g . | Analytical information A
# [ 0 Related information 9 ®
- & 1 General information Methods and results of analysis A
- n‘ 1.1 Identification Analytical determination
é Identification [Purpose of analysis ‘Analysis type Type of informatio... Attached methods... Rationale for no re... Justification Remarks
= 1 fication oc/235KB/ |~
ﬁ . — it i | S _application/msword | | Jirer—
@ LE composition lidentification and/or results Analytical |Remarks
+ [ 1.3 Identifiers |quantification results doc / 23.5
[ | / -
= @ 14 Analytical Information = i@ ’
@ Analytical Information * Add X Delete A Move up
B 1.5 Joint submission Optical acthity
B 16 Sponsors not relevant o\
# = 17 Sunnliers Remarks

KROK 2:Wybierz jedng z opcji z rozwijanej listy ,Analysis type” (,Rodzaj analizy”).

o Anabical deterreration s

Purpass of g
[ T SU =

lhuynlgp-

Ty of byt rosssiisd

esalis -

L] ettt vy

Y T P e L LT T T e ee— sl
Rstsorisle for ne redully

Seabhcaton

Rruarion.

Rernaris

3.4. Btedy BR049 i TCC_0303_01

Uwaga: naprawienie btedu BR049 powoduje rowniez naprawienie btedu TCC_0303_01 (i odwrotnie).

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. Jak naprawi¢ biad?

KROK 1: Utwoérz nowy rekord (,New

record”) w sekcji 3.5.1.

=] - ERE-"
@ Sem 00
B 4 nlormation on metes
= [ 35 Use ant exposere stormation

H 1500 e rdo . for o vaes
B 15 1 Manacn—

B 35 2Fomaanc T " 'ts

o [ 3530 2 ot st

+ B 254 Wicespread waes vy prole & workens

8 155 Consumer wses
o [l 356 Sensce e

KROK 2: Uzupetnij przynajmniej pole ,Manufacture
name” (,Nazwa zaktadu produkcyjnego”)...

T'ﬂ Y Manufacture, use and exposune
+ [l 32 Estimated quantties
=0 - ERET™
@ Saes 001
B 3.4 formation on medsees
= [ 35 Use and exposure infformation
B 350 Use andd exposare indeimabon relevant o all uses
= [ 3.5 1 Manuiaciure
» Wanuaciue 991]
= STl OF P P kg
i [l 353 Uses at industrial sites
B e e i e

- 1LY I

Fiormal = | Agency FB

KROK 3:... oraz pola ERC (kategoria uwalniania do srodowiska) i PROC (kategoria procesow).

I [ 37 Estrated quirtibed
- B
& Seea 001
[ 14 imiormation on mixhwss
= B 15 U and sopedens sikermaton
[ 3 &9 Une andl exposurs miormation releant for o uses

-

= el o1 15 P
# [ 15 Y Unpen o oining g

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‘lﬁf L)

o axpaue

KROK 4: Przejdz do sekcji 3.3 ,Sites” (,Zaktady”).Powigz wykorzystanie produkcyjne z

zaktadem.

@ W 2 Cassfication & Labeling and POT assess
& B 3 Manufacture, use and exposure

+ [ ) 2 Estomated quantities

= & 33Sem

Remark

4 wio on On Modures

Legal entety owner oS Trawsng Company / Helsnki | Finland

4 Select 3 related item

R 35U !
= 250 Use and exposure formation n(
= B 351 Mandacture
@ Manutacture 001
# [ 352 Formulaton or re-packing
# [ 353 Uses at mdusteal stes
& [ 354 Widespread uses by professiond
& [ 355 Consumer uses
U 256 Serace e
+ [l 26 Uses advised aganst
P

Manufacture / own use(s) A

s W*

P ——
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3.5. Btad 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. Jak naprawic¢ biad?

KROK 1:0kresl przyczyne btedu - nie wypetniono pola ,Hazard assessment conclusion”
(,Wniosek z oceny zagrozenia”).

Search| TOC | Annotations H R X @
REACH Registration 10 - 100 tonnes . b
Y Text filter =
- 0 Related infarmation
it @ 1 General information

Administrative data v

Hazard for aquatic organisms »

Freshwater w

[ 2 Classification & Labelling and PBT assessment Marine water v For the exercise
t [ 3 Manufacture, use and exposure STP w select "no hazard
B 4 Physical and chemical properties ediment (freshwater) ~ identified

: B 5 Environmental fate and pathways Hazard assessment conclusion
E}ﬁf 6 Ecotoxicological information -

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

Assessment factor

3.6. Btad 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. Jak naprawi¢ btad?

KROK 1:Znajdz dokfadng lokalizacje btedu.

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 thresho
LT -Long term exposure ovided in the fields under
|'LTTU OISO
TCC 07 01 |7 Toxicological |Toxicolgo ection 715 nn mary must be created I
information _linforma W reated summary must be |
W-EYE-LOC W - Workers ers’ and 'General
EYE - Hazard for the eyes . ‘Hazard assessment
LOC - Local effects er toxicological thrashold’
......... R — sprovided in the fields under

KROK 2:0kresl przyczyne btedu -
(,Wniosek z oceny zagrozenia”).

Search | TOC | Annotations

RS

”

nie wypetniono pola ,Hazard assessment conclusion

| 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.Blad 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. Jak naprawic blad?

KROK 1:Utwdrz nowy rekord w sekcji 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

KROK 2:0kresl, w ktérych polach nie wpisano wymaganych informacji.

*“|* 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
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