Updating the IUCLID files for rhenium substances

1. Import the new substance file — the updated records have been copied into a blank substance file, therefore
should not overwrite the file that you already have.
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2. Copy the relevant records out of the substance file that you have just imported — to do this, in the
substance file you have just imported, go to ‘Section tree’ and right click on the record that you need to
copy over, then select ‘Copy’
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3. Open the substance file that the record should be copied into, and select the paste icon on the clipboard
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To open the clipboard dialog, select clipboard in the Windowmenu
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5. For Lead Registrants only: once you have copied in the updated composition record you need to check that
the composition is linked to the relevant classification. To do this, open Section 2.1 Classification — GHS.
Under ‘Related composition’ select the green cross on the right hand side to create a new record.
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You can link more than one composition to a classification. Once you have linked the compositions to the

CLP classification, do the same for Section 2.2 Classification — DSD.
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6. The following records have been updated and will need to be copied over to your files:

- Ammonium perrhenate
0 Section 1.2 Composition needs to be copied over by both Lead Registrants and co-registrants

- Perrhenic acid
0 Section 1.2 Composition and Section 3.5 Uses need to be copied over by both Lead Registrants
and co-registrants
0 Only the Lead Registrant needs to copy the updated water solubility records (supplied in a
separate template) to the Perrhenic acid template. To do this, first import the template file with
the updated records. Go to the original Perrhenic acid template and delete out the existing
water solubility records (under Section 4.8 - leave the endpoint summary ).
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Then go to the updated template and copy the updated records. Paste in the original template.
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A Paste all items from clipboard

@ 4.8 Water solubility / Water solubility. Read across - Dale et al. {1995)
© 4.8 Water solubility / Water solubility Perry and Phillips 1995

To open the clipboard dialog, select clipboard in the Window menu

- Potassium perrhenate
0 Section 1.2 Composition needs to be copied over by both Lead Registrants and co-registrants

- Sodium rhenate
0 Section 1.2 Composition needs to be copied over by both Lead Registrants and co-registrants
0 Only the Lead Registrant needs to copy the updated melting point record (supplied in a
separate template) to the Sodium rhenate template. To do this import the template file with the
updated record, go to the original Sodium rhenate template and delete out the existing melting
point records (Section 4.2). Then go to the updated template and copy the updated records.
Paste in the original template. (cf. screenshots above for Perrhenic acid).

7. Once the necessary records have been updated in your file, both Lead Registrants and co-registrants
need to fill out the legal entity specific composition in IUCLID section 1.2: average and min, max for
each constituent (please refer to the PMC joint registration guidance page 27-31 for further details).
Please leave the generic composition unchanged.
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8. Once all updates to the IUCLID file have been done, carry out the TCC test - please refer to the PMC
joint registration guidance for further details (chapter 6). Check the appropriate box to indicate that this
is a submission update and a spontaneous update.



e 00 Technical completeness check

The European Chemicals Agency (ECHA) has developed this plug-in to assist users in the preparation of a dossier before submission to
ECHA. The plug-in can be used to simulate a Technical Completeness Check (TCC) according to Article 9(3) or 20(2) of the REACH

check on all supported dossier templates. In addition, the plug-in hosts the Dossier Quality Assistant for substance datasets and
dossiers of the type registration and inquiry, the results of which are shown in a separate screen. The use of the plug-in is without
prejudice to the obligation to submit a dossier that fulfils all relevant legal requirements. The verification performed by ECHA will include
expert involvement and could potentially lead to different conclusions from those indicated by the plug-in. Further information and
support can be found following this link http://echa.europa.eu/web/guest/support .
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9. Create your registration dossier - please refer to the PMC joint registration guidance for further details
(chapter 7). In the dossier header of the IUCLID dossier (dossier creation wizard step 7) under ‘Specific
submissions’, select the checkboxes ‘The submission is an update’ and ‘Spontaneous update’. The last
submission number and a justification must be entered in their respective adjacent fields. As
justification, please select ‘change in composition of the substance’ and in the Remarks field, type

‘Section 1.2 updated further to ECHA recommendations.’

Note: For the Perrhenic acid dossier, for which we received a letter from ECHA, Please select ‘other:’ as
justification for updating and make sure you include ‘SID_2014 quality_update’ in the unlabelled

field right next to the dropdown list.
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10. Submit your dossier through REACH-IT. Note that you will need to enter the same joint submission
name as for your original registration (provided by the PMC in the file “Annex to Joint submission

guidance LR”).




