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Dossier creation

™ IUCLID 5 Test version 5.2.1.C - (Z)-11-Tetradecenal / (Z)-tetradec-11-enal / Z-Tetradec-11-enal / 11-Tetradecenal, (11Z)- / 35237-... E]@ Raw data-ba Se
Eile Edit Go Window Help Plugins .

CoOpiUR | ZRB|a|+BB|Pn e - = & 0 o Enter/edit data
I & Navigation = Eli & Substance: 11-Tetradecenal / (Z)-tetradec-11-enal / Z-

Query results |

” Substance identification

< Chemical name [(7)-11-Tetradecenal
3

Public name ‘

[f:] Open Enter

o @-dinydro-3 o b Legal entity flags [ P | i I gp e n Ente 4

0-CSR-TestSy
T 2 i## European Chemicals Agency

% Export... Legal entity

e =

o L1'-iminodip) :] CerEie SR Third party flags
1,1-difluoroe’ ﬂ Run TCC... Third party
« 1,2,3-trichlor]
« l-chloro-4-n Role in the supply chain
« l-chloro-4-nitrobenzene {IUC4 DSN 75) Role flags { P

1-methoxypropan-2-ol {({IUC4 DSN 46) / 1

x Delete... Delete

Role: |[v|Manufacturer [ |Importer | | Only representative
« 100119-MonoCst / methylamine / metha
«» 12358 / European Chemicals Agency / Hg Reference substance
« 1268322435 f European Chemicals Agen | ¥ (2)-tetradec-11-enal / Z-Tetradec-11-enal / 11-Tetradecenal, (112)- /353

1268322732 / European Chemicals Agen

1268323424 / E Chemicals A EC number EC name -
/ European Chemicals Agen |252-455-1 X |(Z)—tetradec-11-ena| = C e n e rat e C S R

1268323835 / European Chemicals Agen
1268323949 / European Chemicals Agen

1268324112 / European Chemicals Agen |35237'5“'° l |11'Te"ad“°"a‘. 112)- R Tc C
1268324205 / European Chemicals Agen IUPAC name u n “ee
1268324269 f European Chemicals Agen |Z—Telradec—11—enal
1268324374 / European Chemicals Agen '
1268324874 / European Chemicals Agen = —
1268324965 / European Chemicals Agen : | :
1268325097 / European Chemicals Agen

CAS number CAS name

L Delete... Delete

Information
-

1268325203 / sodium decane-1-sulpho Type l ., Substance Q
1268326456 / European Chemicals Agen
1268327044 / sodium decane-1-sulphor
1268327523 / sodium decane-1-sulphor Dossier LUID [0 "
1268645643 / European Chemicals Agen [ ] Sealed | | Copy protected | | Subset of original

1268645804 [ European Chemicals Agen
1268646009 / European Chemicals Agen
1268646083 / sodium decane-1-sulphor
« 1268646219 / sodium decane-1-sulphor]
« 1268655818 / sodium decane-1-sulphor]

« 1268657129 / European Chemicals Agen
L« [ 1]

uuID |IUCS-ch74laf-ab3b-4ldb-b766-d9fa854cc7df K |

[«]

| [ i European Chemicals Age v Test
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Dossier creation wizard
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Select a dossier template which meets your specific requirements:

'ﬁ Dossier creation wizard @

regulatory programme, type of dossier, tonnage band, member of a joint submission, etc.

(& Substance

Dossier templates available for a substance:

Complete

Biocides - Active ingredients

Biocides - Biocidal products

Biocides - Substances of concern

CLP notification

CLP Regulation - CLH dossier

Endpoints information

OECD harmonised templates

OECD SIDS

REACH Annex XV - Restriction

REACH Annex XV - SVHC

REACH Application for authorisation

REACH Downstream user report

REACH Inquiry

REACH Notification of substance in article

REACH PPORD

|REACH Registration 1 - 10 tonnes, physicochemical requirements
REACH Registration 1 - 10 tonnes, standard requirements
REACH Registration 10 - 100 tonnes

REACH Registration 100 - 1000 tonnes

REACH Registration above 1000 tonnes

REACH Registration member of a joint submission - general case
REACH Registration member of a joint submission - intermediates
REACH Registration on-site isolated intermediates above 1 tonne

REACH Substance Evaluation

REACH Registration transported isolated intermediates 1 - 1000 tonnes
REACH Registration transported isolated intermediates above 1000 tonnes

Note: The dossier template is used to determine which substance endpoints will be selected by default. The selection can

be modified manually in a subsequent step of the dossier creation

0-2-8-0-8-0-0-8

Select a dossier template

o [
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Dossier export

Dossier database
Snapshot

ID 5 Test version

File Edit Go Window Help Plugins

XX EIEEIE

r—
Query results

Dossier header - qj _Q_pen Enter

Query
> Dossier template
b ubstance. Lomplete f benzaldf Name |REACH Registration above 1000 tonnes
2010-04-15 f TCCTrainingla -

3 R>1000 / Substance: Complete / benzaldy Version |2010-02-10

2010-04-15 f TCCTrainingla

, R=1000 / Substance: Complete / benzald.
2010-04-15 f TCCTrainingla

} R>1000 / Substance: Complete / benzald
2010-04-15 f TCCTrainingla

R COMPLETE / Substance: TESTL / Europear

Name (given by user) |Training1

Dossier subject

Name | s Complete / Formic acid /, jkjh / 50-00-0 / ECHA / Hels|

Public name IAcid formic L; c e n e rat e c S R

Submitting legal entity I 5% Aho oy / Espoo / Finland

ber_IUPA
_onlyEC

ber_IUPA Dossier creation date/time |2010—04—14 09:01:16 EEST
Run TCC...

Dossier submission remark
_IUPAC §
2_onlylUP
for_IUPA . | . .
R. Disseminate

|| used in category

] Generate CSR
§% RunTCC...
Il

%= Disseminate

4 RUINT_TR_1-1000 / Substance: Test_IUPA

2010-05-11 / Test_IUPAC_1_TOSI_1-10 Type of submission
1 R_10-100 / Substance: 1268322435 / Eul []Joint submission x D e I et e D e l ete

2010-03-18 / testiii 2 oy % 2
< A On-site isolated intermediates
4 R_10-100 / Substance: 1268322435 / Eu tonnage band

2010-03-17 / testTADossier m—
2010-03-18 / toimiiko2 | - - - R 1

)} RINT_TR_1-1000 / Substance: 1 / Europ:
2010-03-19 f TOSI1-1000

1 R_INT_TR>=1000 / Substance: 1 / Europea
2010-03-19 f TOSI>1000

4 R>1000 / Substance: Complete / Formic 2 UUID [IUCS-39bf77ce-3a13-4cbc-9acl-da3d1df1 7ece Q
2010-04-14 / Trainingl

} R>1000 / Substance: Complete / Formic g
2010-04-14 / Trainingl

‘ R>1000 / Substance: Complete / Formic 3
2010-04-14 / Trainingla

 R>1000 / Substance: Complete / Formic 2
2010-04-14 / Trainingla

, CLP_NOTIF / Substance: TA_Substance /
2010-03-30 f UVCB for UC24

4 R>1000 / Substance: Webinar Example Su
2010-04-26 f Webinar dossier

K| D

[£] Information

Type l } Dossier -xl

Dossier UUID IIUCS»39hf77r.e—3al3—4cbc—9ac1—da3d1df17ece 4 }

|| Sealed [ | Copy protected | | Subset of original

[ 3]
@

| |Assign alegal entity to the current user v SuperUser
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Submission pipeline

Pre-
processing
Uploading

Pre-process end

date

4

Upload date

4

e e e e —

This step must be
successfully
completed before
the deadline.

Earlier submission
recommended!

Processing

Process end

These steps can take place

after the deadline, reasonable

deadline set in case of TCC
failure.
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Critical steps of the registration process

e Business Rule verification
e Failure rate increased since the registration deadline in 2010

e Technical Completeness Check
e Since the introduction of the TCC tool low failure rate (<5%)

e Financial Completeness Check

e Important to pay the invoice in time (very rare reason for
rejection, <1%)
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What are business rules?

e Administrative check

e Checked in REACH-IT

e Format: Correct format

e Administrative: Certain information must be in the dossier to be
able to handle it

o If passed, dossier is accepted for processing
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Mandatory vs. Overrulable Business
Rules

e Mandatory business rules:
e Majority of business rules
e Automatic check

e Overrulable business rules:
e Already exist
e Manual check

e Both have to be successfully passed to be accepted for
processing
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Most Commmon Business Rules Failures

BR What is the BR % of all BR failures

1 BRO35 Incorrect last submission number 11%
2 BR131 Legal Entity 8%
3 BR082 Tonnage band comparison 6%
4 BR164 PBT assessment value 5%
5 BR027 Incorrect Joint Submission Object name 5%
6 BR091 Optional Joint Submission documents for members 5%
7 BR040 Incorrect reference number 4%
8 BR024 Equality of dossier type between IUCLID and REACH-IT 3%
9 BR020 Substance identification 3%
10 BRO53 EC number from inquiry result 2%

All the other business rule failures 48%

*during July 01 - October 17 2012
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Istvan MAK
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