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Validation Assistant plug-in

e TUCLID Validation Assistant plug-in supports
companies in dossier preparation in their
own IUCLID installations.

e Replaces former IUCLID Technical
completeness check (TCC) plug-in.

e Modules:

e Technical Completeness Check (TCC) rules
e Business rules (BR)

e Dossier Quality Assistant
J SID rules

. Quality rules
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Validation Assistant plug-in

e Latest version is 5.4.4
e available on IUCLID website iuclid.eu
e compatible with IUCLID 5.4, 5.5, 5.6

e Easy to install
e copy files into IUCLID installation folder

B Eu.echa.iucIidLent.pIugin.tccvalidate.ui.zip I'| . v Computer » Data (B:) » FILES » iuclid580 » plugins »
(] E'—"E’:ha'iu’:“d'se_w'pl'-'gi”'tccva“date'zip - Include in library « Share with Mew folder
- Marme . Date modified Type
| client 05/03/2014 14:06 File folder

| Server 05/03/2014 14:07 File folder
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Validation Assistant plug-in

e Run plug-in on dossier or substance dataset

8 Navigation =0

r Query results r Folders |

Please open a document

Query |

4 R=1000 f Substance: Anathema f acedobi®
2014-01-24 fQLTO39_31

-'j F=1000 f Substance: Anathema f acedob
2014-01-24 fQLTO39_54

e; Anathema f acedobn
LTO45_47

[ open

S Print...

Enter | y

R=1000 f Substance: Anathem
Z014-01-24 f QLTO43_48

-

= Print Literature References...
R=1000 f Substance: Anathem
2014-01-24 f OLTO43_49

it

Export...

» @

Export Literature References...
R=1000 / Substance: Anathem

2014-01-24 f QLTO43_50

-
k]

.. Create HyperLink
Eﬁ, Select for comparison...

R=1000 f Substance: Anathem
[ Addto folder...

2014-01-24 f QLTO43_51

=5

% Pun Vali

F=1000 f Substance: Snathem
2014-01-26 f QLT 129 x Delete... Delete

4 R_10-100 7 Substance: Anathema / acedcu|

-
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Validation Assistant plug-in

p-? Validation Assistant

Please ensure that you use the plug-in on the final dossier and correct all reported Technical Completeness Check and Business Rules
failures before submitting your information to ECHA. Using the tool on the final dossier is vital for you to avoid failures

o ——

Business Rules (1)
Technical Completeness Check

Section number | Section name Document name Failure description Type |
Section 1.3 ldentifiers Failure in Business Rule BRO40 _ﬂ ER failure
Section 1.3 ldentifiers You have identified your dossier as a spontansous _é ER failure

update but the given reference number {IUCLID 5
section 1.3) is not correct. Note, that the reference
number must correspond to a registration/notification
of the same dossier type as the update.

Rules engine \rersion: Eusiness rules \rersion: Completeness rules \rersion:
r.
a-a-8

[ < Back H
Rezults

|| Einish I[ Cancel
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Dossier Quality Assistant

 DQA gives overview of ECHA quality findings
and actions:
« Common shortcomings from evaluation
« Support screening campaigns (SID, intermediates)

 DQA not mandatory for submission, but:
« Helps registrants resolving inconsistencies

« We recommend to correct all related rules to make
sure that you address the issue, because rules in the
DQA are built based on information checked by other
rules.
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Dossier Quality Assistant — substance

identity

e For REACH registrations and inquiry notifications
e The SID rule set covers the following types of

ISSUes:

Further
information
needed

I
i

e Concentration
range

e Typical
concentration

e Degree of

purity range
e TUPAC name
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Mass
balances

nconsistent
nformation

Constituents

concentration Impurities
outside range Degree of

e Additive not purity
stabiliser

e Typical

e Reference
substance
multiple times
in composition

For well-
defined
substances
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Mono/multi

Mono
constituent:

= 80%

Multi-
constituent:

10 - 80%

UVCB

e Description
of
manufacturing
process

e Reporting of

composition

10



SID rules supporting screening
campaign

e Issue type 1: Missing concentration ranges J

e Issue type 2: Typical concentration outside of concentration range g

o Issue type 3: Composition reported with no constituents f

e Issue type 4: Low or ambiguous degree of purity for well-defined
substances

e Issue type 5: Unidentified constituent or impurity present at significant
concentration

e Issue type 6: Well-defined substance with inconsistency between
degree of purity and constituent concentrations

e Issue type 7: Well-defined substance with inconsistency between
degree of purity and impurity concentrations

o Issue type 8: No spectral and analytical information provided #V
e Issue type 9: Additives without stabilising function J

e Issue type 10: Inconsistent identifiers of constituents, impurities and
additives
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Dossier Quality Assistant - key
messages

« Substance identity rules in DQA support
screening campaign:
« Most issues can be checked with plug-in.
« DQA not mandatory for submission, but:

« Helps registrants resolving inconsistencies and
improving the quality of the dossier.

 You are recommended to address all issues detected
by the DQA, even if not mentioned in the screening
letter.

O‘ Registrants should analyse the warnings given by the DQA
to see if they apply to their situation - exceptions may exist!
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Thank you

Subscribe to our news at
echa.europa.eu/subscribe

Follow us on Twitter
@EU_ECHA

Follow us on Facebook
Facebook.com/EUECHA




