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IUCLID 5 und REACH-IT

L.
Die EDV hinter der Zulassung
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INTERNATIONAL UNIFORM CHEMICAL NFORMATION DATABAGE

Contact |

~§ REACH-IT
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IUCLID 5

m International Uniform Chemical Information Database

m Verwaltung von Daten Uber inhdarente und gefahrliche
Stoffeigenschaften, Berichterstattung an die Behdrden

m gratis Download unter http://www.iuclid.eu

m Tool fir Industrie zur Erfillung der REACH- und CLP-
Anforderungen

m Datenbank fir ECHA und MSCA
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REACH-IT

m zentrales Datenverarbeitungs-System der ECHA
m Unterstltzung bei Erfordernissen der REACH- und CLP-Verordnung

m Zugang via https://reach-it.echa.europa.eu/

m ,Kommunikations"-Tool fur Industrie (Registrierungen,
PPORDs, ...), Rechnung, u.v.m.

m Unterstltzung flr Behoérden bei Bearbeitung von z.B.
Registrierungen



http://www.iuclid.eu/
https://reach-it.echa.europa.eu/
https://reach-it.echa.europa.eu/
https://reach-it.echa.europa.eu/
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Unterschied REACH-IT - IUCLID 5

IUCLID 5:

m Stand-alone und Client-server-Applikation
m dezentrales System
m |okal installiert

m Weltweite Verwendung, auch fir die Umsetzung anderer
Rechtsmaterien, z.B.
m OECD HPVC Programme
m EU-Biozidgesetzgebung

m Jede Installation ist ein Single-Party-System
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Unterschied REACH-IT - IUCLID 5

REACH-IT

m Web-based Applikation (einmaliges zentrales System
installiert bei der ECHA)

m beschrankt auf die Umsetzung von REACH und CLP

= Applikation zur Ubermittlung von Daten, Kommunikation
zwischen Stakeholdern (Industrie, ECHA, MS Behdrden)

m getrennter Zugang von unterschiedlichen Anwendern
(Industrie, ECHA, MS Behdrden)
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Legal entity object LEO = LEOX

IUCLID 5 und REACH-IT bendtigen:

EIN EINZIGES Legal Entity Object (LEO)

VA

REACH-IT IUCLID 5

Synchronisieren!
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Uberblick

® Antrag auf Zulassung

m IUCLID 5 / REACH-IT

m Zulassungsdossier und sein Inhalte
®m Einreichung via REACH-IT

http://echa.europa.eu/applying-for-
authorisation/submitting-applications-for-authorisation
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Schritte zur Erstellung eines
Zulassungsantrages

Create your account in REACH-IT if you do not have. If you
already have one ensure that all information is up-to-date.

Mote that ECHA will use the company size stated in the REACH-IT
account to determine the fee for your application.

Copyright ECHA htp://ech:

e umweltbundesamt®
Schritte zur Erstellung eines

Zulassungsantrages
If you are part of a joint application, follow the steps below. If you
2 s are not part of a joint application, just skip this step and go directly to

point 3.

: A detailed description of these steps is available in section 6 of the
Data Submission Manual.

submitting applicant

co-applicants =

s ™ s ™

~ Send the
Generate the i Wait that ECHA wip| 2pplication form
application form sends you the and security token
Web form 1 security token to the co-applicants
" .y -
W
e ) s N
A}ttach the appllclaatno? Wait that ECHA Check the application
orm to section 13 o fi that all i
the IUCLID Substance || Con M= ¥ou tat 2" | i SN
dataset and create CO-OPP ICORLS CON\ma: yourparticipation

\__the IUCLID dossier J | their participation | Web form 2

Copyright ECHA http://ech:
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Schritte zur Erstellung eines
Zulassungsantrages

3 Create your IUCLID dossier

Follow the instructions of section 7 of the Data Submission Manual.

4 Submit your application via REACH-IT

It is recommended to send your application during the first days of the
submission windows to reduce the risk of missing a specific period's
deadline due to failing the business rules check.

Follow the instructions of section 8 of the Data Submission
Manual. For joint applications, this has to be done by the submitting applicant.

Copyright ECHA http://ech; . -
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Schritte zur Erstellung eines
Zulassungsantrages

5 Pay the invoice by the date mentioned in the invoice.

Business rules check, latest application date and invoice

The business rules are a set of pre-requisites that must be fulfilled before ECHA can
establish that the application can be handled properly and that the required
regulatory processes can be successfully carried out. Mote that passing the business
rules check provides confirmation only that the dossier can be accepted for
processing, not that the dossier is complete.

After these checks have been performed ECHA will calculate the authorisation

application fee and send the invoice. To benefit from the transitional arrangements

of Article 58{1)(c)(ii) of REACH, the applicants should submit their applications to

ECHA sufficiently in advance of the latest application date so that they can re-submit

their application still before the latest application date in case the application fails 1
the business rules (see Q&as 571 and 572 for more details). The fee has to be paid

by the date mentioned in the invoice.

Copyright ECHA http://echa.europa.eu/applying-for-authorisation/submitting-applications-for-authorisation
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Fir eine Zulassung geforderte
Informationen (obligatorisch)

Daten zum Antragsteller
Identitat und Zusammensetzung des Stoffes
die Verwendung(en), fir die eine Zulassung beantragt wird

allgemeine Informationen Uber das oder die Expositionsszenarien
bezlglich der Verwendung(en)

Stoffsicherheitsbericht (Chemical Safety Report, CSR)

Analyse der Alternativen

Substitutionsplan, falls zutreffend

soziobkonomische Analyse, falls zutreffend

Begriindung, warum bestimmte Risiken nicht berticksichtigt
werden, falls zutreffend

Verweis(e) auf andere Antrage oder vorausgehende Zulassungen,
falls zutreffend

® Anlagen
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Erstellen des IUCLID 5
Stoffdatensatzes

m Erstellen eines Stoffdatensatzes
“REACH Application for authorisation”
(Vorlage REACH-Zulassungsantrag)

®m Hauptbildschirm IUCLID 5 bei Aufgaben (Tasks)
unter Substance ,New"

Substance
Create and update substance related information

& S i oame

14




e umweltbundesamt®
Erstellen des IUCLID 5
Stoffdatensatzes

® Name des Stoffes, flr den ein Dossier mit dem
~Zulassungsantrag" erstellt werden soll

" Substance assistant @

Create a new substance

L4

y

Chemical name

— l uext>”l Cancel | o

Set name

e umweltbundesamt®
Erstellen des IUCLID 5
Stoffdatensatzes

B Zuweisen einer Rechtsperson

™ Substance assistant gl

Create a new substance

-

Legal entity [ ## My company / Helsinki / Finland v]
— ‘ < Back l I Einish |l Cancel ]

Set legal entity 16
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Erstellen des IUCLID 5 Stoffdatensatzes
m Auswahlen der Vorlage aus der Auswahlliste

File Edit Go Window Help Plugins

COR HEHR|Z@|s| B Rl e = B @ [csearcnbyuuipy |

SRSl & substance: ethanol / ethanal / ethanol / 64-17-5 / My company /. Helsin

(R US| (FOIGEFST] © sectionvee | g1y sance identification

REACH Application for authorisation |
Y Chemical name [emar\ol

‘7:—; | Publi
@@ 0 Related Information YRR I
Information Legal entity flags ‘ »

# 1
&] ® 2 Classification & Labelling and PBT asses
‘li» ¥ 3 Manufacture, use and exposure

‘@ ® 4 Physical and chemical properties ol
|# @ S Environmental fate and pathways o -

| .
| @@ 6 Ecotoxicological Information 3|

Legal entity | s My company / Helsinki / Finland

| @ ¥ 7 Toxicological information -
® 8 Analytical methods Role JREACH Downstream user report
® 11 Guidance on safe use REACH Inquiry

REACH Notification of substance in article
REACH PPORD wnstream user|
REACH Registration 1 - 10 tonnes, physicochemical requirements
Referf REACH Registration 1 - 10 tonnes, standard requirements

© 12 Literature search
| @ ® 13 Assessment Reports

4

REACH Registration 10 - 100 tonnes

Refere

@ [ OK | | cancel

(T (o
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Erstellen des IUCLID 5
Stoffdatensatzes

m Identifizierung des Stoffes (Abschnitt 1.1)

m Art des Stoffes (mono bzw. multi constituent, UVCB)
B Zuweisen eines Referenzstoffs

m Kontaktperson fur den jeweiligen Stoff

18
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Erstellen des IUCLID 5
Stoffdatensatzes

® Zusammensetzung des Stoffes (Abschnitt 1.2)
m Name und Beschreibung der Zusammensetzung
m Reinheitsgrad

-Substance composition

¥ae

ethanol R+ DX
Name [ehanol a]
Brief description |muno—cus(ituem substance| 3 ‘

Composition |D |L-bthEEaa-ElZd-4116-hESf-9bfcdc231724 A ‘

Degree of purity
¥ \
CdF el Femd
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Erstellen des IUCLID 5
Stoffdatensatzes

® Zusammensetzung des Stoffes (Abschnitt 1.2)

Constituents

| ¥yae
ca 96 % (wi/w) ethanol / ethanol f 64-17-5 ® v B (X
[P
Reference substance [ [ ethanal / ethanol / 64-17-5 \[>)[] 4
EC number EC name
[200-578-6 ] [ethancl
CAS number CAS name
|g4-17-5 \
IUPAC name
|e|hann\
Typical concentration E\ E _@
Concentration range|>= " ‘95 ] === |98 ‘ |96(w.’\M -
Remarks |
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Erstellen des IUCLID 5
Stoffdatensatzes

m Hinzufligen von Bldcken flr Verunreinigungen und
Zusatzstoffe

Impurities
¥ a ¢
= LN
G J
Refarers | F &_yj
Tvpical concentration - -]
Concentration range [ =] | | 3 | ] [ -
Remarks |
[ this impurity is considersd relevan for the classification and labeling of 1he subsiance
Additives
¥ & &
= 4@ X
( J
erere e | B
Fun ction [ <=l |
vp treat - -
£ srionrenge (g | | | ] ( 3
Femarks |
Cltn = o
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Erstellen des IUCLID 5
Stoffdatensatzes

® Mehrere Zusammensetzungen eines Stoffes

m Weitere Zusammensetzung hinzufligen

Substance composition

¥R

ethanol

¥R

22
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Erstellen des IUCLID 5
Stoffdatensatzes

® Angaben in Abschnitt 1.2 des Zulassungsantrags

m “Degree of purity” (Reinheitsgrad) des Stoffs;

® ,Summenformel® UND , Strukturformel® UND ,Molekulargewicht®
ODER eine Anmerkung, wenn keines der genannten Felder
ausgefllt werden konnte

m ,Typische Konzentration™ ODER , Konzentrationsbereich"
m ,Typische Konzentration®™ ODER , Konzentrationsbereich®

23
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Erstellen des IUCLID 5
Stoffdatensatzes

m Angaben in Abschnitt 1.3 - Identifikatoren
m Eintragsnummer des Stoffs im Anhang XIV der REACH-Verordnung
m REACH-Registrierungsnummer
m REACH-Zulassungsnummer

File Edit Go Window Help Plugins

COR HB|IZ@ls] 1 DRI -IBI B @ (search by UUID)
] & Substance: ethanol / z'hanol/e\hanol/64-17-5/Mycomplny1f"' i
((Query results | Folders | & Sectiontree | Identi
- entifiers
REACH Application for authorisation -
E "7 Regulatory programme identifiers

® 0 Related Information Flags  |Regulatory .| D ¥ Remarks
@ 1 Ceneral Information
[ ] 1.1 1dentification
[ 1.2 Composition
77 1.3 Identifiers
7 1.4 Analytical information
[1) 1.5 Joint submission
] 1.7 Suppliers
Y 1.8 Recipients
# @ 2 Classification & Labelling and PBT asses

+

{

i3 Add.

Other IT system identifiers

(% 3 Manufacture, use and exposure Flags IT system | ID & Remarks
LS\ 4 Doucicalandch

12



File Edit Go Window Help Plugins

COMIER | ZR|S |+ @ e | @S = Hh B & (Search by UUID)

=g ethanol / ethanol / ethanol £ 64-17-5 / My company / Helsiriki/ Finland:

s | & sectiontree | Identifiers
thorisation |
3 ‘V Regulatory programme identifiers
% 0 Related Information Flags Regulatory programme D ¥ Remarks

# 1 General Information

~ 7 1.1 dentification

17 1.2 Composition

77 1.3 Identifiers

- [] 1.4 Analytical information

[ 1.5 Joint submission .Er—.._—_=——._
[] 1.7 suppliers [Eae ] "§ Regulatory programme identifier

[ 1.8 Recipients.

Other IT system 1 aregulatory programme identifier T
@ 2 Classification & Labelling and PET asse 34 e
® 3 Manufacture, use and exposure Flags | IT systel =

@ 4 Physical and chemical properties =

- 5 Environmental fate and pathways

- 6 Ecotoxicological Information [ ] ‘
¥ 7 Toxicological information
® 8 Analytical methods Regulatory programme | [ SN
® 1 Guidance.on:safeuse W‘ 7 o ‘
¥ 12 Literature search L |
5% 13 Assessment Reports Remarks ]

Select a regulatory programme < i OK | Cancel

‘qml

Bl

REACH Annex XV entry number =
REACH Annex XV number (restriction)

REACH Annex X number (SYHC)

REACH authorisation number

REACH downstream user report nundber

REACH inquiry number

REACH PPORD notification numjfer

REACH preregistration num

REACH registration number. = :I
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Erstellen des IUCLID 5
Stoffdatensatzes

m Angaben in IUCLID 5 - Abschnitt 3.5 des Zulassungsantrags
- Lebenszyklusbeschreibung

Daten zu Verwendungszwecken:
,Formulation™ (Formulierung)
~Uses at industrial sites" (Verwendungen von Industriestandorten)

~Uses by professional workers™ (Verwendungen durch gewerbliche
Arbeiter)

> ,Consumer Uses" (Verwendungen durch Verbraucher)

vV V. Vv 1

26
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Manufacture

Flags |Manufactur..| Manufactur. [Tonnage of .| Number of . |Environmen. |Process Cat..| Exposure s.. Use covera..| Remarks

ligAdd.. |
Uses at industrial sites

Flags | Identified Use number | Identified Use name Brief description o, 'Tannage of substa. | Number of sites ra. | Environmental Rel. | Process Category |Product Categony
3 Industrial spraying of paints onto wood and plastic furnitures 1-10 ERC 5: Industrial u,. PROC 10; Rollera.. PC 9a: Coatings a|

Uses by professional workers

Flags | Identified Use number I |dentified Use name 'Enef description 0. .Tonnagt of substa. :Enwronmenm Rel I Proc
4 Professional wide-dispersive indoor and outdoor brushing and dipping of paints onto wood and plastic furnitures ERC 8¢ Wide disp... PROC

Consumer Uses

Flags | Identified Use number | Identified Use name . . | Tonnage of substa.| Environmental Rel..| Product Category .| Technical function.
5 Consumer wide dispersive indoor and outdoor use of paints applied ojn to wood and plastic furniture ERC Bc: Wide disp... PC 92 Coatingsa.. Colouring agents, .|

Article service life

Flags | Servicelife number Service life name Tonnage of substa.| Articleused by |Article category re..| Further descriptio...| Exposure}
6 Indoor and outdoor use of wood and plastic articles with low release of Annex XV substance workersconsumers AC 11: Wood articl
7 Use of metal articles
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Erstellen des IUCLID 5
Stoffdatensatzes

m Eine identifizierte Verwendung wird beschrieben durch:

> eine Nummer;

> eine Bezeichnung;

> eine kurze Beschreibung des Verwendungsprozesses;
> die Menge des Stoffes;

> eine Auswahl von Verwendungsdeskriptoren;

> eine Auswahl von Stofffunktionen;

> Informationen dariiber, ob die Verwendung die Aufnahme des Stoffes in
ein Erzeugnis und eine Moglichkeit der Ubernahme der jeweiligen
Nutzungsdauer vorsieht;

> ein Verweis auf ein oder mehrere Expositionsszenarien fir diese
Verwendung

28
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Formulation

Identified Use name
dustriel form ulation of Annex XIV substance a5 a pigmen in water-based and dry painis

qustrial form ulation in inks

Flags  Identified Use num ber | rief descrigtion ... Tonnage of substa..|Num ber of sites ra..| Environmental Rel... Prod

*f, Formulation
he formulation

Local UUID IL-325du4ad-16|’5-4724-0642-63§h!75b1177

Uses at industrial sites ] 5
. - Identified Use name [lnﬂusxr\al formulation of Annex XIV substance 23 2 pigment in water-based and dry paints
| Frags | \entified Use number g

Erief description of use process

G Select picklist values

Tannage of sudstance

Number of sites range [1-10 =

Erwironmental Relezse Categorsy| mulation of pd [ £2C & industal use
] Process Category (w PROC 5: Mixing or blend
L FROC 8 Transfer of su
) Aca e | [ @ FROC 8: Transfer of sub)
Product Category formulated [w °C 93 Coatings and pai

Uses by professional workers Technical AAnction of the substance during form ulaticn [+ Colouring agents, pigm.
Fiags | ldencined Use num ber

|| ERC 3 Formulation in materials

sion into or orit

Aacture of ang

Substance supplicd to that use in form of [w As such

reference in the CS E5#1 for Use#1

Use coverage in CSR

Remarks

o me ]

Identified Use name
pigment in W

Brief description 0. | Tonnage of substa. | Kumber of si

Edit the formulation

Local BUID | L-329da4ad-1675-4724-8642-085be75beal 7

Identfied Use numbefil

Uses af
Identified Use name | Industnal formulation of Annex XIV substance as Select picklist values
Flags
Brief description of use process e
["Taerosol propeliants|

[] Agents adsorbing and abserbing gazes or liquids
[_| Anti-condensation agerts

= g agenis

[] Anti-set off and adhesive agerts

Tonnage cf substance

Humber of sites range

|| Anti-static agents

Environmental Release Category | w ERC 2: Farmulation of preparations [ Binaing agerts

Process Category | w PROC 5. Mixing or blending in batch processes| 1
PROC 8b: Transfer of substance or preparation| L /O7H% substances
PROC 9: Transfer of substance or preparation i [ | Bleaching agants

Product Category formulated [+ PC 9a. Coatings and peints, thinners, paint remf [ Colouring agents, dyes

[Technical functian of the subsiante doring farmu: (& TR

substance suppliedto that use In form of [ As such e ing agents
Exposure stenario refersnce in the CSP | () ESFLTor Usesl [] Conductive zgents
Use coverage in CSR Corrosion inhibitors and anti-scaling agents
Remarks 4 2

Cancel

Dassler




Erstellen des IUCLID 5
Stoffdatensatzes

m Angaben in IUCLID 5 -
Zulassungsantrags - Expositionsszenarien und lokale

Bewertung

v Verknipfungen zwischen den ,beantragten Verwendungen®™ und
den Expositionsszenarien

) o
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Abschnitt 3.7.1 des

31

@ 0 Related Information
[#-% 1 General Information
[#- ' 2 Classification & Labelling and PBT ag
= Q 3 Manufacture, use and exposure
; D 3.1 Technological process
[ 3.2 Estimated quantities
[ 3.35sites
[] 3.4 Information on mixtures
(] 3.5 Life Cycle description
[ 3.6 Uses advised against

’ fid Add... J p Edit &L

Formulation

Identified Use number

1{industrial formulation of Anne
2 Industrial formulation in inks

: ['] 3.7.3 Generic exposure potent
%[ 3.10 Application for authorisation
[#-'$ 4 Physical and chemical properties
[#- '@ 5 Environmental fate and pathways
4§ 6 Ecotoxicological Information
& 7 Toxicological information
- 8 Analytical methods
¥ 11 Guidance on safe use
® 12 Literature search
- 13 Assessment Reports

"G New endpoint study record

it with a name of yd

Endpoint record nam elLES#l for Use#l

[ ok ][ cance

16
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Erstellen des IUCLID 5
Stoffdatensatzes

m VerknlUpfung zwischen der Verwendung und dem Expositionsszenarium
HD“ q al S#1 for Uss et

mas

= L Ts

EACH Application for authorisation

|+

ive Data

o @ 0 Related Information
- ® 1 Ceneral Informarion [ P

7 ® 2 Classification & Labelling and PIT 23
|5 @ 3 Manufzcturs, use and expasure
- [] 31 Technological process

Exposure Scenario

General ES Information
[ 32 Estimared quantities

[ 3350es [Link te uses in zection 3.5 Jf F-Tfincustrial formulation of Annex IV subs@]
i [ 34 Information on mixtures | |
[ 35112 Cycle

i [ 3.6 Uses advised against ES Name (short ttle) fincustrial formation of Annex XY substance 2z a pigment in weter-based and dry paints
@ 3.7 Exposure Scenarios, exposure

i 2@ 3.7.1 Exposure scenarios and |f|

; ™ Select local soft references

--79 Exposure scenarios and lo| | Contributing scenario for the
M 3726 assessma||| v|F-1-Industrial of Annex XIV substance as = pigment in water-based and dry paints
] 372 Generic sxposure potent || l

; TR
[ 310 Application for autharisation, o z =

3 @ 4 Fhysical and chemical properties | Contributing scenario worker ————————] [J1-3-industrial soraring of peints orto woad and plastic furitures

|5 @ 5 Environmental fate and pathvays [ | P-4-Professional wide-dispersive indoor and outdoor brushing and dipping of paints anto woog

@ 5
7 ® 7 Teaicoloaical infermation Contributing scenario for the environment|
® 8 Analytical methads

- 11 Cuidance on safz use [ o6 || gancel

® 12 Literature search

® 13 Assessment Reperts Contributing scenario consumer
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Erstellen des IUCLID 5
Stoffdatensatzes

® Angaben in IUCLID 5 - Abschnitt 3.10 -
Zulassungsantrag

> spezifische Informationen Uber den Antrag auf Zulassung
einer Verwendung

> Hauptwiederholungsblock, in dem der Antragsteller eine
Zulassung flr mehrere Verwendungen beantragen kann

& substance Substancey / European Chemicals Agency f Helsinki [ Finland =g

Application for authorisation of uses

[ ¥ E

34
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¥ resuits | Folders |

PEACH Application

:}3‘, =
® DRelated Infarmation

& L Ceneral Informatian

£ @ 2Classification & Labelling and PIT a
£ @ 3Manufacture, use and exposure

) 3.1 Tachnoiogical process

€ Sectiontr | «[ ]

(] 32 Estimated quantities
D 335tes
) 3.4 Informatian o mixiures

L] 35 Life Cycle description

] 2.6 Uses acvised against
2.8 17 Fposun S xS
] 3.10 Application for authorisatio|
4 Physical and chemical propenies {
BB 5 Environmental fate and pariwsys
® 5 Ecotoxicological Information
i@ 7 Toxicological Infarmation
B 8 Anshtical methods
® 11 Guidance on safe use
® 12 Lrerature search
® 13 Assesyment Reports

PERSPEKTIVEN FOR
UMWELT & GESELLSCHAFT

Erstellen des IUCLID 5
Stoffdatensatzes

B Zulassungsantrage (fir eine Verwendung: Verwendung Nr. 1)

Application for authorisation of uses

umweltbundesamt®

¥ A&
Use#L: industrial formulztion of Annex XIV substance as 2 pigm ent in water-based and dry pains & >R
®
for
¥ A
Usedt Industrial formulation of Annex IV substance as a pigment in weter-based and dry paints R

use concemedy the aques| [Use21 mausra ormuion of Anmex N substance

Releted manufeciure

1
s 2 pigment in water-based and dry. F'A\nlib A |

F-2-Industnal fermutztion in Inks
Relared consumer use

Related arficle service life

Analysis of the alternatives

Related formulation el
Related use at industnal sites |
it AR e F -1 -industis formulation o Annex X1V subsiance ax a pigm ent i smte—based and dry peints| %2

Remarks

—

Cancel

YV V VvV Vv 1

werden

PERSPEKTIVEN FOR
UMWELT & GESELLSCHAFT

Erstellen des IUCLID 5
Stoffdatensatzes

Hinzufligen der Dokumentation flr
Analyse der Alternativen
Soziobkonomische Analyse
Substitutionsplan

Begrindung, warum bestimmte Risiken nicht bericksichtigt

> Verweis auf andere Antrage/Zulassungen

umweltbundesamt®

Analysis of the alternatives

Remarks |analysis of alternatives kovering all “uses applied for”

Document ﬁ Analysis_of_Ahernatives_01.pdf / 2.93 KB

&)

36
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Erstellen des IUCLID 5
Stoffdatensatzes

® Hinzufiigen der applcatio for authorsation of uses
Dokumentation fir

> Zulassungsantrag
e fur zusatzliche
Verwendungen
(Verwendung Nr.

n)

Reference to other applications or previous authorisations

) o
etz ymweltbundesamt

Erstellen des IUCLID 5
Stoffdatensatzes

m Angaben in IUCLID 5-Abschnitt 13 des Zulassungsantrags -
Bewertungsberichte

m verschiedene Bewertungsberichte mit Informationen, die in
anderen IUCLID 5-Abschnitten nicht erwahnt werden

Stoffsicherheitsbericht

andere Formulare z.B.

Antragsformular fiir einen gemeinsamen Antrag

Konkordanztabelle

Darstellung der vorgenommenen Anderungen (bei
Aktualisierungen auf Anfrage der ECHA-Ausschisse)

Y

SN
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Substance identification

Chemical name |Substance ¥ (Listed in Arnex V)

K

@ 0Rdated Information Eublc e |

[+-% 1 Cenerd Information Legal entity flags | I

(-8 2 Classification & Labelling and PAT asses - - -
5B 2 Manifacture, L 2hid exposire Legal 211ty | 4 European Chemicals Agency / Helsinki f Firland

£ 4 Physical and chemical propertie:

Third party flags | [P
@ 5 Environmental fate and pathuays I

¥ B 6 Ecotoxicological Inform ation Third party |
}--ﬂ 7 Toxicological infarmation
- G Analical methods Role in the supply chain

- 11 Cuidance on safe use

Roleflags [ F
- @ 17 Literature search

'ﬂNewendp

Creaie a new endpoin study record : |—
Referel The enopaint siuy record il be rererenced by s name
I: CONMIFH the derault name given below or change It with & name o your cholce —

Refe

TYPEL Endpaint recore name |CSR_U]| Al T

Other names

Flags | Name Type Name Courtry Remarks

@ Saction free
REACH Application for authorisation 4 D
¥ Elrceree:
Administrative Data
- 0Relates Information ¥
(-8 1 General Infarmation I

(&8 2 Classification & Labelling and PET asse Type of report

-8 3 Manuracture, use and ecpasure REACH Chemica sfety report (CSRY HH' Fy
[ -3 4 Physical and chemical properties I
. G Erwiroiment Dt arly:

Refto analizady
suomited 0SR

]
i@ 6 Ecotn cologl |Please refer to the CSR attached in the registration dusswerl
1

,_|
®
=
5
P
=
S

2
3

@ 11 Culdance o
- 12 Literaure se

S
_oratan thare i[ B CSR_01 pdf/ 2,68 K8 “@|

Discussion

NP B+ B o vEEAPDOEE BEERY J
iINor'ma\ vﬂPgen[yFB v]!l& vIA' B rl =i g
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Erstellen des IUCLID 5
Zulassungsdossiers

m Klicken Sie im IUCLID 5-Hauptbildschirm (Tasks) unter Stoff
auf ,Update"

e related information

41
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Erstellen des IUCLID 5
Zulassungsdossiers

m Auswahlen des Befehls ,Create dossier" (Dossier erstellen)
aus dem Pop-up-Menl

5'{: JUCLID 5
EFile Edit Go Window Help
COMIHEI|ZE ||+

! | & &y | @
ET— -

[ Query results Please open a document

3
Y

ethanol / etha

w 15.2.0empty /
« LEC-271-025
w) mMmono-cst2 /4

42

multi-cst / atr

-

« My hazardous | 3§ Delete.. Delete
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p * Dossier creation wizard

Select a dossier template which meets your specific requirements:
regulatory programme, type of dossier, tonnage band, member of a joint
' submission, etc.

[« Substance

Dossier templates available for a substance:
-No category-

() Complete
Chesar input information

Endpoints information

Biocidal Products Regulation

BPR Active substance application

CLP and REACH

CLP alternative name request

CLP notification

CLP Regulation - CLH dossier
REACH Annex XV - SVHC

REACH Annex XV - Restriction
REACH Akppli'cratio.n for authorisation

L DEA MU Massetranmm iioar wammvd

‘ Dossier creation wizard

Select all Confidentiality and Regulatory purpose flags or clear checkboxes
for properties for which the information shall not be included into the dossier
Dossier template: REACH Application for authorisation

Confidentiality
Deselectall |

[¥] CBI - confidential business information

[¥] IP - intellectual property

[¥] no PA - not public available

[¥] Not confidential

Use restricted to selected regulatory programmes
[¥] EU: BPD - Biocidal Products Directive 98/8/EC

[v] EU: CLP - Classification, Labelling and Packaging

[¥] EU: PPP - Plant Protection Products Directive 91/414 /EEC

[¥] EU: REACH - Registration, Evaluation and Authorisation of Chemicals
[¥] CA: CEPA - Existing Substances Program under CEPA

[¥] CA: PCPA - Pest Control Products Act

[¥]JP: CSCL - Chemical Substances Control Law

[¥] OECD: HPVC - HPY Chemicals Programme

US: EPA HPYC - HPV Chemical Challenge Programme

[¥] US: FIFRA - Federal Insecticide, Fungicide, and Rodenticide Act

[¥] US: TSCA - Toxic Substances Control Act

[¢] Any other

[¥] No regulatory purpose

Note: for a REACH dossier, all information should be part of the dossier,
i.e. all flags should be selected or the default values should be used

Il—‘ _'_“B‘—'—‘ [ < Back | Next >

Select data protection flags

22
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Erstellen des IUCLID 5
Zulassungsdossiers

m Ausgewahlte Objekte UerprUfen

Werify the selected documents or select fdeselect a5 appropriate
Dossier tem plate: REACH Application for authorisation ?
Documents selected for dossizr craation
Use Filterl Document | Qrigin Endpoint Last mad'rl’i(alionJ
L B j# European Chemicals Ag -—- 2008-02-1216:07:39 EE...
v E $\later f FT32-18-5 == 2010-11-1514:16:36 EE...
W B @Suhstmce\r(lmpulilr#: --- 2010-11-1513:47:31 EE..
L B $ Ref substance for Subsi - 2010-11-1513:50:15 EE...
L4 Lé QISuhstmce z (Impurity# --- 2010-11-1513:49:11 EE..
W D «s Substance x (Listed in... --- 2010-11-2916:03:43 EE...
] substitution_Plan_.. o Substznce x (Listedin.. -=- 2010-11-2316:34:55 EE...
™ & Justification_01.pdf... _, Substznce x (Listedin.. === 2010-11-2317:11:55 EE...
] @ Analysis_of_Altern.. _, Substance x (Listed in 2010-11-2316:26:35 EE.. L
M @ SoCio_EConomic_A... . Substence x [Listedin.. === 2010-11-23 16:32:50 EE... 2
™ [& @ csR01 o Substance x [Listedin.. L3 Assessment Reports 2010-11-2916:23.04 EE..
@ ) csrot.pdf /2.6 @ cspoL 13 Assessment Reperts 2010-11-20 161030 EE...

) o
sz ymweltbundesamt

Erstellen des IUCLID 5
Zulassunasdossiers

p ? Dossier creation wizard \ 2

Enter additional administrative information concerning your dossier
Dossier template: REACH Application for authorisation

MName (given by user) |[Authorisation_Substance x 4

Dossier submission remark ||nitial submission

Specific submissions

[IThe submission is an update

[ 1 The submission is a subsequent application

[JThe submission is a review report
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Erstellen des IUCLID 5
Zulassungsdossiers

m Meldung Uber den erfolgreichen Abschluss der
Dossiererstellung

‘ Dossier creation wizard

Dossier creation successfully completed D

You can howviewthe dossier or close this wizard

View dossier H Close wizard

47
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Erstellen des IUCLID 5
Zulassungsdossiers

m Exportieren eines Dossiers mit Ihrem Zulassungsantrag
— T

File Edit GCo Window Help Plugins
COQIHE |ZE || @

| EE— -o|B
uery results
[l Plea

Query

Enter

2011-01-21 / AUTH_Tes1 [ERESSRI
i RunTCC..

4 R_1-10_PC j Category: te
2011-01-24 f bad dossig

3 Delete. Delete
4 R_1-10_S5TD f Substance: COMDTETE 7 BTy

48

24



Export assistant 15‘

Select the folder and specify the name of the export file .

As appropriate, select the checkbox for Copy-protect and/or Seal 4
[’

~

Note: the finish button is enabled when a file name has been entered and all dossier information has been collected in the
background
Depending on the dossier and your system this may take some time

Specify the export file:

Re m Select the destination for the export file @
Look In: [Q Local Disk (D} 'l I@ @ @ m%_?J ;
1 iuclids
2] iuclid

[C1 PostgresqL
[:l Program Files

Scal File Name: [

te
Files of Type: | .i52 IUCLID S data exchange container v
o E || Cancel

) o
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Erstellen des IUCLID 5
Zulassungsdossiers

m Fertigstellen und Speichern

% Export completed r;‘

Export process report

[1] Export of 8 document(s) and 0 annotation(s) completed
[2] & document{s) was fwere exported successfully, 0 documenti(s) was were skipped {00:00)
[3] Export successful

Close

50
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Einreichung des Zulassungsdossiers
in REACH-IT

m REACH-IT Website
https://reach-it.echa.europa.eu/reach/public/welcome.faces
m Einreichungsassistent auswahlen

Registration /
notification

Joint submission

Classification and
Labelling

View submitted
Applications for
Authorisation

Message box

Submit Application
Downstream user for Authorisation

report 51
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Einreichung des Submission type: ——
Zu‘assungsdossiers |Purchase order: ;BC123 ]

- Thelsubmitting party declares tl

in REACH-IT &aal entity for the purpose of si

authorised to transmit and to re

The submitting party acknowlec

ECHA in relation to this submis

such communications/decision:

within strict deadlines, it is impc

account in regular intervals to €

The submitting party confirms ti

that the substance(s) for which

requirement. It is also the respc

(s) for which authorisation is so

requirement by relevant provisi

Declaration: legisiation. If the assessment of

which authorisation is sought al

applied for are exempt from aut

part or in full any fees levied in

The submitting party declares tl

be calculated according to Ann

concerning the definition of mic

Only Representatives (OR) the

SMESs applies is determined by
by that OR

The submitting party confirms tl

authorisation have been suppli¢

The submitting party understan

after its submission uniess addi

Comnittee for Risk Assessmer

Related to a joint applicatiop: ™
S



https://reach-it.echa.europa.eu/reach/public/welcome.faces
https://reach-it.echa.europa.eu/reach/public/welcome.faces
https://reach-it.echa.europa.eu/reach/public/welcome.faces
https://reach-it.echa.europa.eu/reach/public/welcome.faces
https://reach-it.echa.europa.eu/reach/public/welcome.faces
https://reach-it.echa.europa.eu/reach/public/welcome.faces
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Einreichung des Zulassungsdossiers
in REACH-IT

m Dossier hochladen
Application for Authorisation

Please pick here using the "Browse" button the file which contains your dossier (your file should have been created using
IUCLID 5 and have the extension "i5z")

= Elle narhe: b e wsares WL T Mg P il Oy ey i52 Browse...
Eile names should not contain special characters

Enter the text showr|: w3gd3 2]
antrea

e text below? Try another

wigl3

Access code for large files

For the submission of a file larger than 20 MB, p!easel[eguest a large file access codePefore submission.

If you have an access Gede-for-a-arge-dossier—piease, enter it here
Large file access ¢

Submit dossier

) o
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Einreichung des Zulassungsdossiers
in REACH-IT

m Bestdtigungsseite

Confirm Dossier Submission

Dossier type: Application for Authorisation
Dossier file name: By iS5z

Organisation Name: TestCorporation

Company size: Large

Invoice Contact Name: b e

Purchase order: ABC 123

Related to a joint application: No
Confirm submission |  Cancel submission |
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Einreichung des Zulassungsdossiers
in REACH-IT

®m Posteingang in REACH-IT:

Fortschritt des Antrags verfolgen
ECHA informiert mittels interner Nachrichten
REACH-IT generiert automatisch eine vorlaufige
Eingangsnummer fir den Antrag
Uberpriifung der Geschéftsregeln
Ausstellung der Rechnung
~Kurzbeschreibung" der Verwendungen (6ffentlicher
Konsultationen)
Nach Bezahlung der Rechnung erhalt der Antragsteller das
“date of receipt” (Eingangsdatum) des Antrags und die
Referenznummer des Zulassungsantrags

55
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Mehr Information

m http://echa.europa.eu/applying-for-

authorisation/submitting-applications-for-authorisation

m Data Submission Manual No 22: How to prepare and submit
an Application for Authorisation

Schrittweise Anleitung zum Erstellen des IUCLID Stoffdatensatzes
(siehe Prasentation)

m Leitlinien zur Erstellung eines Zulassungsantrags,
downloadbar unter: http://echa.europa.eu/de/guidance-
documents/guidance-on-reach BECHA

Bilder in der Prasentation wurden zum gréBten Teil dem DSM 22 bzw. der Website der ECHA entnommen. | Il"

|
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Mehr Information

IUCLID 5
Guidance and support

http://iuclid.eu
http://echa.europa.eu

End User Manual

IUCLIDS
Volume: 1 <<.
e | | ‘@ |GECHA
IUCLID & has been developed by the European Commission
in association with the OECD
[ ltbund ’[0
UMWELT & GESELLSCHAFT umwe un esam

Kontakt & Information

Ing. Michael Weber

Tel.: 01 313 04 5620
chemikalien@umweltbundesamt.at
office@reachhelpdesk.at

Umweltbundesamt
www.umweltbundesamt.at
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