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1. Ievads

Sa macibu materiala meérkis ir palidzét jums iepazit IUCLID 6 sistému un validacijas paligriku
Validation

assistant, pirms jus veidojat savu registracijas dokumentaciju lidz REACH 2018. gada
registracijas terminam. Ieteicams vispirms izlasit prezentaciju (apméram stundu ilga) un
péc tam veikt uzdevumu (apméram vienu stundu). Péc uzdevuma noradijumiem ir dota
atbilde. Atbildé ir sniegti tehniski ieteikumi par ST uzdevuma izpildi, bet tie nav regulativi
ieteikumi. Nemiet véra, ka macibam paredzéta vielas datu kopa neietver realus datus un to
nevajadzétu izmantot ka paraugu REACH regula noteikto prasibu izpildei.

Uzdevuma veikSanai bis nepiecieSama IUCLID 6 sistéma. Varat apmeklét IUCLID 6 timekla
vietni, registréties/pieteikties taja un lejupieladét IUCLID 6 darbvirsmas versiju. Skat.
https://iuclidé.echa.europa.eu/.

Vai ari varat izmantot pakalpojumu IUCLID Cloud Trial, kuram var piek|ut no ECHA

timekla vietnes: https://echa.europa.eu/support/dossier-submission-tools/echa-cloud-
services

Varat tieSsaisté pieteikties ar saviem ECHA konta akreditacijas datiem (tadi pasi ka jisu
REACH-IT kontam) un abonét pakalpojumu IUCLID Cloud Trial. Lai piedalitos uzdevuma,
izmantojot IUCLID makona versiju, lGdzu, noklikskiniet uz IUCLID ikonas, kas atrodas IUCLID
makona instrumentu panela lapas apaksgja kreisaja stiri. Tad tiks atvérta IUCLID klienta versija,
kas izskatas un darbojas tapat ka IUCLID darbvirsmas versija, un jUs varésiet atrast st uzdevuma
atbildé noraditos ekranuznémumus.

Dashboard

e o B I|I§ .i.
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2. Noradijumi

2.1. Stasts

Jis esat vielas ECHA_TrainingSubstanceX galvenais redistrétajs. Kopigas registracijas
tonnazas diapazons ir 10-100 t/g. Ari jls So vielu razojat tonnaza 10-100 t/g. JUs ka
galvenais redistrétajs vienotas iesniegSanas dalibnieku varda iesniedzat noradijumus par
drosu lietoSanu (GSU, IUCLID 11. sadala) un kimiskas drosibas zinojumu (CSR, IUCLID
13. sadala).

2.2. Uzdevuma izklasts soli pa solim

1. SOLIS. Palaidiet IUCLID 6 sistému un import€jiet taja macibu vielas failu (.i6z formata).
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Administration
°®
‘e @
My account Impori JING Bulk export

2. SOLIS. Atrodiet jusu vielu.

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

3. SOLIS. Parbaudiet vielas datu kopu ar validacijas paligriku Validation assistant un izlabojiet
visas parskata noraditas iesnieguma kludas.

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

4. SOLIS. Parliecinieties, ka iesnieguma vairs nav kludu. Izveidojiet jusu dokumentaciju.
Aizpildiet dokumentacijas galvenes informaciju saskana ar stastu, kas sniegts $i uzdevuma
sakuma.
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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. SOLIS. Parbaudiet galigo dokumentaciju ar validacijas paligriku Validation assistant, lai
parliecinatos, ka iesnieguma vairs nav kladu.

> Ja rika Validation assistant vél tiek raditas k|udas: atgriezieties vielas datu kopa,
izlabojiet klGdas un péc tam izveidojiet jaunu dokumentaciju.

» Ja nka Validation assistant netiek raditas kludas: eksportgjiet jusu dokumentaciju un
saglabajiet to datora.

Jusu macibu dokumentacija tagad ir gatava!
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3. Uzdevuma atbilde

Turpmak izklastitajos risinajumos ir sniegti tikai tehniski ieteikumi par to, ka izlabot
iesnieguma kjudas. SaJa macibu materiala nav paredzéts paskaidrot, kapéc ir nepiecieSama
konkréta informacija, bet Sadus paskaidrojumus varat atrast ECHA rokasgramata ,Ka
sagatavot registracijas un PPORD dokumentaciju” vietné https://echa.europa.eu/manuals.

3.1. Padomi par validacijas paligrika Validation assistant lietoSanu

<\
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 | |
’

Péc klUdas izlaboSanas IUCLID sistéma noklikSkiniet uz saglabasanas ikonas

[ 1]
@ s | & X1 9 un atsvaidziniet rika Validation assistant parskatu,
noklikskinot uz atkartotas parbaudes pogas (paradita augstak redzamaja ekranuznémuma).
Ja kludu izlabo, ka prasits, tad attiecigais kludas pazinojums pazud no parskata.

Reizém var notikt ta, ka riks Validation assistant ,,paztd”. Méginot to vélreiz atveért, var tikt
paradits klidas pazinojums, kura teikts, ka riks jau ir atvérts. Riku Validation assistant var
»atrast”, noklikSkinot uz Si rika ikonas IUCLID lapas apakséja labaja stari.

/ J Third party
® TestSubstiTraining Co.. I} TestSubstd2017.05.09T
/9043-30- @
HEATS ] Role in the supply chain v
‘ . TestSubsta s
® TestSubstzTraining Co.. 1] / IUPAC_n2017-05-09T Identification of substance v
| /4414302
. T Type of substance v -
f Information panel
i Information | e Clipboard manager ® Attachments @ Modification history (& Annotations & References

Type &y Substance

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

Ysplaying 2 results) \
&b SuperUser £ )
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3.2. Kludas Nr. BR176 un BR177

Komentars. Izlabojot kliGdu Nr. BR177, tiek izlabota ari k|lGda Nr. BR176.

BRATT

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. Ka izlabot kludu?

1. SOLIS. Saja uzdevuma jis esat galvenais redistrétajs, tapéc jums IUCLID 1.2. sadala
jaievada divi kimiska sastava ieraksti: viens ar atzimi ,legal entity composition of the substance”
(Juridiskas personas noraditais vielas kimiskais sastavs) un otrs ar atzimi ,,boundary composition
of the substance” (Vielas robeZsastavs). Otraja kimiska sastava ieraksta ir jaraksturo kopigas
registracijas robezvértibas.

Sis darbibas noteikumu kliidas norada, ka jums ir jaizvélas elements no otra kimiska sastava
ieraksta lauka ,Type of composition” (Kimiska sastava veids) un jaatlasa opcija ,boundary
composition of the substance” (Vielas robeZzsastavs).

CORE / Composition / Composition / ECHA_TrainingSubstance 1

Search TOC  Annotations

S8 ewX®

REACH Complete table of c( ... ' ¥
Y. Tedt S ' | Name
#-[ 0 Related information |~

- & 1 General information
& @i 1.1 Identification

q

Standard composition
Type of composition

General Information A

= & 1.2 Composition

boundary composition of the substance

@ LE composition / tate / form
[ @® Composition ] solid: bulk

a1 3 ldentifiers L 1_Descanting of comnasition

3.3. Kluda Nr. 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 "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
==lection in the field "Rationale for no results’ and insert an explanation in the 0 Failure

There is snmrthmq wrong of missit
in tlw second row of thr* table
Analyhral determination

must be filled in.

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
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
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3.3.1. Ka izlabot klidu?

1. SOLIS. Atlasiet tabulas ,Analytical determination” (Analitiskd noteikSana) 2. rindu un

noklikskiniet uz ,Edit” (Redigét).

Search TOC

REACH Registration 1 - 10 tonnes, stz ...

Y Toxt fite

# [ 0 Related information
- @ 1 General information

Annotations

= & 11 Identification
@& Identification
& 1.2 Composition

@ LE composition

+ [ 1.3 Identifiers
= [ 14 Analytical Information
@ Analytical Information

B 1.5 Joint submission

& 1.6 Sponsors
& 17 Sunnliers

-

R 9c ~xIX1Q
Analytical information A

®

Methods and results of analysis A
Analytical determination

[Purpose of analysis Analysis type Type of informatio... Attached methods... Rationale for no re... Justification Remarks
‘ fication f oc/235KB7
[Hsse——— = _application/msword | ! {
identification and/or results Analytical |Remarks
| quantification results doc / 23 5
l | ! KB/

+ Add # Edit l X Delete N Move up
Optical activity ;
not relevant oo G
Remarks

2. SOLIS. Atlasiet elementu no nolaizama saraksta ,, Analysis type” (Analizes veids).

& Anabical Selerrenstion

Pupats of srales
et iy Bl . |

lhuj'nlrp-

Typa of andoreatan prowsiid
e -
PSR FU S TR O

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

St gdan

Reemarin,

Revnaria

x

3.4. Kludas Nr. BR049 un Nr. TCC_0303_01

Komentars. Izlabojot kliGdu Nr. BR049, tiek izlabota ari kliGda Nr. TCC_0303_01, un otradi.

TCC_0303_01

33

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

I

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 recerd
in section 3.5.1.

Business rule

Q Failure
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3.4.1. Ka izlabot kludu?

1. SOLIS. 3.5.1.sadala
jaunu ierakstu.

=] - ERE-"
@ Seen 001
B 34 nlormation on metures
= [ 35 Use ant exposere stormation
B 150 Use e o .

izveidojiet 2. SOLIS. Aizpildiet vismaz laukus ,Manufacture
name” (Razojuma nosaukums) un...

:'ﬂ Y Manufacture, use and exposune
+ [l 32 Estimated quantties
=0 - ERET™
& Sites 001

B 15 1 Mantacn—
& B 352 Fommdane ® ",’"B’
o [ 3530 2 ot st
# B 154 Widespraad sses by professionsl

for ol vaes B 3.4 formation on medsees
= ﬂ!-!-l.lumnp&uﬂlhm
B 350 Use andd exposare indeimabon relevant o all uses
= [ 3.5 1 Manuiaciure

@ Manutacture 91 |

8 155 Consumer wses
o [ 356 Sennce e

: STl OF P P kg
[ 353 Uses ot industrial sites
il S Wea st cnas b coofaazinnal scsacs

Marndacturs numibsed

MlarndBc i nae
Tt harie

Further descnpbon of mamdsctur
- 1LY I

Fiormal = | Agency FB

3. SOLIS. ...,ERC” (Izdalisanas vidé kategorija) un ,PROC” (Procesa kategorija).

I [ 37 Estrated quirtibed
[BF - EE3-™
W Sieen 001
[ 14 imiormation on mixhwss
= B 15 U and sopedens sikermaton
[ 3 &9 Une andl exposurs miormation releant for o uses

* i 501
T e (4 T [ baTe]

[l 35 Y Uses on aduningl ptey

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‘l"-f ard

4. SOLIS. Ejiet uz 3.3. sadalu ,Sites” (RaZotne). Sasaistiet razojuma lietoSanas veidu ar razotni.

% B 2 Classéication & Labeling and PET assess | |
& B 3 Manuta use and X

Legal ertey owner f Trawng Company / Helsinks / Finland

+ B )2 Estomated quantities Remark

= & 13 Sees

%y o on ON Medures

4, Select » related item

Yl

= [ 35 Use and expo |
H 250 Use and exposure mformation ¢
= B 351 Mandacture
@ Manutacture 001
@ [ 352 Formulaton or re-packing
# [ 353 Uses at ndustmal stes
@ B 3548 Widesproad unes by profe
# [ 355 Consumer uses
0 156 Serace e
# [ 26 Uses acvised against
—

ik [ 4 P ey

CORE / Manuiacture / Manuacture 001 / TestSubstanceX

CORE / Uses at industrial stes / Industnal 2 / TestSubstanceX / Te
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3.5. Kliida Nr. TCC_06_01

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. Ka izlabot kludu?

1. SOLIS. Identific&jiet kludas iemeslu > nav ievadits bistamibas novérté€juma secinajums.

Search TOC | Annotations ER S X @
REACH Registration 10 - 100 t N b .. .
YT ”_Egls reon onnes - | Administrative data v
ext filter
Hazard for aquatic crganisms #

-l 0 Related information
£ 1 General information Freshwater v
E“ 2 Classification & Labelling and PBT assessment Marine water v For the exercise

B 3 Manufacture, use and exposure STP v 5€|e_Ct "ﬂ_O_ hazard

identified"

B 4 Physical and chemical properties

B 5 Environmental fate and pathways

ediment (freshwater) »

Hazard assessment conclusion

E}ﬁf 6 Ecotoxicological information

. w
5 ] |Ecotoxico|ogical Information-copy
6.1 Aquatic toxicit
E* q Y Assessment factor
3.6. Kluda Nr. 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-5Y5-L each of the hazards for VWorkers' and ‘General populatien’ a selection must be 9 Failure
T made in the "Hazard azsessment conclusion® picklist. If ‘DNEL", "DMEL" or "other
toxicological threshold' was selected, the value and unit must be provided in the
fields under the conclusion.
TCC_07_01 7 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
W-EYE-LOC each of the hazards for Workers' and "General population” a selection must be Q =
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. Ka izlabot klidu?

1. SOLIS. Identific&jiet precizu k|

Udas atrasanas vieta.

10

W-EYE-LOC

information __linforma

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

ers’ and ‘General

2 'Hazard assessment

er toxicological threshold’

eprovided in the fields under

reated summary must be |

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

2. SOLIS. Identific&jiet klidas iemeslu > nav ievadits bistamibas novértéjuma secinajums.

Search | TOC | Annotations

REACH Registration 10 - 100 tonne: ...
Y Text filter

RS | X| @

-

Administrative data v

=

-l 0 Related information
i@’ 1 General information

- 3 Manufacture, use and exposure

E"‘ 6 Ecotoxicological information
E}ﬁf T Toxicological information

E* 2 Classification & Labelling and PET

E* 4 Physical and chemical properties
E* 5 Environmental fate and pathways

Workers - Hazard for the eyes v
Additional informatio

eneral Population - Hazard via inhalation rou

Workers - Hazard via inhalation route v

Workers - Hazard via dermal route v

Systemic effects

Long term exposure
Hazard assessment conclusion

- @ Toxicological information -
H-@i’ 7.1 Toxicokinetics, metabolism 2
3.7. Kluda Nr. TCC_11_01
TCC_11_03 1 Guidance on Section 11 is incomplete. At the selected tonnage band, at least one record must |Completeness
=safe 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. Ka izlabot kludu?

1. SOLIS. 11. sadala izveidojiet jaunu ierakstu.
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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. SOLIS. Atrodiet laukus, kuros nav ievadita nepiecieSama informacija.

*“|* 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 _ . ' "
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