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29 JUNE 2015, BRUSSELS

1. Welcome and introduction
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1.2. Tour de table
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1.3. Approval of the agenda

*Welcome and introduction
*Background/ Reach requirements
°Hydrated vs. anhydrous forms
*Substances available only in solution
*Conclusions

*AOB, next meeting and closing remarks

2. Background/ Reach
requirements




Reach requirements

Guidance
> ‘ECHA Guidance for identification and naming of substances under REACH
and CLP’
> Guidance currently under review, but no new guidance available = need to
work on basis of existing guidance

Sameness
° 80% rule applies

> Also for UVCBs, but more information required (reaction scheme, process,
etc.)

Reach requirements

Substance Identification (SID) of mono-constituent samples

> Main constituent (>80%) + all known Impurities >1%. Composition should
add up to 100%

> Additives (under Reach)
° Intentionally added to stabilize the substance = no impurities
> Contributes to the composition but not the substance name
> Should always be fully identified

Substance ID of UVCBs
> No ‘impurities’
> ID all known constituents as far as possible
> Constituents>10% need IUPAC name + concentration range
> Constituents relevant for classification: no threshold

PMC will circulate and finalise SID cards for all PGMs in Q3 2015
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Reach requirements

Analytical requirements
> Need to be able to sufficiently describe the substance
° Provide information mentioned in Guidance:
o If it contributes to substance ID
> If not relevant, put waiver. Need to provide good justification
o Cf. PMC guidance for minimum analytical requirements

3. Hydrates vs. anhydrous
forms




Definitions

Draft Guidance for Annex V

Hydrates of a substance are characterised by the fact that water molecules are linked, in particular by
hydrogen bonds, to other molecules or ions of the substance. A substance that does not contain any
water is referred to as anhydrous. Solid hydrates contain water of crystallization in a stoichiometric
ratio

Wikipedia (https://en.wikipedia.org/wiki/Hydrate)

Hydrates are inorganic salts "containing water molecules combined in a definite ratio as an integral
part of the crystal that are either bound to a metal center or that have crystallized with the metal
complex. ... A hydrate which has lost water is referred to as an anhydride

How are hydrates handled under Reach?

ECHA “Guidance for identification and naming of substances under REACH
and CLP”

“Hydrated and anhydrous forms of compounds shall be regarded as the same substance for the purpose of a
registration . . . Hydrated and anhydrous forms have different chemical names and different CAS numbers.
Detailed information on how to make use of the specific provision for the registration of hydrated forms of a
substance in Annex V/(6) of the REACH Regulation, is given in the Data Submission Manual Part 18 — “How to
report the substance identity in IUCLID 5 for registration under REACH””
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How are hydrates handled under Reach?

ECHA ‘Data submission Manual’

° ‘the anhydrous form of a substance and any of its hydrated forms are regarded as different
substances. If you want to make use of the specific provision for the registration of hydrated
forms of a substance in Annex V(6) of the REACH Regulation, you should prepare a registration
for the anhydrous form of the substance and report all the different compositions covered by the
registration in section 1.2.

‘Draft Guidance for Annex V’

o ‘For the purposes of this Annex, hydrates and water free forms (anhydrous) of compounds shall be
regarded as the same substance despite the fact that hydrated and anhydrous forms of the
substance can have different chemical names and different CAS numbers’.

° Aregistrant who wants to make use of the exemption under this entry needs to add up the

quantities of the anhydrous form and the different hydrated forms in his technical dossier (but
excluding the water which is attached to the parent molecule).

Hydrated and anhydrous forms can have™~
different properties

«—  Same substance under Reach

Hydrated copper(ll) Anhydrous copper(ll)

sulfate is bright blue. sulfate is white.
Source: Wikipedia

Wikipedia
In some cases, the degree of hydration can be critical to the resulting chemical properties. For example,

anhydrous RhCI3 is not soluble in water and is relatively useless in organometallic chemistry whereas
RhCI33H20 is versatile. (https://en.wikipedia.org/wiki/Water_of _crystallization)
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Proposed Strategy

*PMC default approach: ‘hydrated’ forms will be registered in the same
dossier as the anhydrous forms

*Caveat: Need to correctly determine the substance volumes (cf.
previous slide)

*Any objections?

[~ o’

Discussion

Microsoft Excel
Worksheet
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4. Solutions

Definitions

REACH regulation (Article 3(1))
A “Substance means a chemical element and its compounds in the natural state or obtained by any
manufacturing process, including any additive necessary to preserve its stability and any impurity
deriving from the process used, but excluding any solvent which may be separated without
affecting the stability of the substance or changing its composition”

ECHA “Guidance for identification and naming of substances under
REACH and CLP”

“Additive: A substance that has been intentionally added to stabilise the substance” (...)

“Additives contribute to the substance composition (but not to the naming) and should always be fully
identified.”
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Proposed Strategy

o Default strategy: register the substance as such and consider
solutions as mixtures

o Exception: substance is not stable without solvent (= ‘Additive’)
> Registersolution
> Caveat: need to consider solvent when determining tonnage band!

> Any objections?

[~ o’

Discussion
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5. Conclusions

6. AOB, next meeting and
closing remarks
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