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	What?

	1. Establishing the identity of a particular chemical substance is an important prerequisite for several processes under REACH: pre-registration, formation of SIEF, registration and consortia formation, data sharing, grouping of substances, classification and labelling; also for other EC and national legislation, international trade.

	Who?

	2. Affected are all actors in the fields of pre-registration, formation of SIEF, registration and consortia forma​tion, data sharing, grouping of substances, classification and labelling. 

	How?

	3. The legally not binding "Guidance for identification and naming of substances under REACH" of the Euro​pean Chemicals Agency (ECHA) distinguishes between the following terms, some of which are new and not part of the REACH Regulation:
REACH Regulation

ECHA

Substance: A chemical ele​ment and its compounds in the natural state or obtained by any manufacturing pro​cess, including any additive necessary to preserve its sta​bility and any impurity deriving from the process used, but excluding any sol​vent which may be separated without affecting the stabil​ity of the substance or changing its composition.
I Well-defined substances (100 % of the composition is defined)

    1. Mono-constituent substance

    2. Multi-constituent substance

    3. Reaction mass

II UVCB substances (Substances of Unknown or Variable Composition, complex reaction products or Biological materials). The number of com​ponents is relatively high, the composition largely unknown, highly vari​able and almost unpredictable. 

Re. II: UVCB substances requiring registration must be pre-registered according to the data in the EINECS register or with the name registered under CAS, and then registered later. The ECHA guideline does not make any requirements on this group of substances.
The terms "mono-constituent" and "multi-constituent" sub​stances do not feature in the REACH Regulation.

Re. I Well-defined substances 
1.  "Mono-constituent substance": Main component ≥ 80 %. Any impu​rity ≤ 10 %, total impurities = max. 20 %. The so-called 80:20 rule must always be applied. Deviations are only allowed in justified individual cases: 
· Concentration range of the main component and the impurities ≥ 80 %, but main component sometimes ≥ 80 %. 

· Main component ≤ 80 %. However, it may be shown that the sub​stance has comparable physical and chemical properties and a similar hazard profile to another mono-constituent substance that complies with the 80:20 rule. 

· Impurities ≥ 1 % that are of relevance for the classification must be named together with the substance name, CAS and EC number and the formula.

2. Multi-constituent substance: The substance contains several main components in concentrations ≥ 10 % (w/w) and ≤ 80 % (w/w). The naming of a "multi-constituent substance" is made in the order of its com​ponents, beginning with the highest and in decreasing order. The name of a "multi-constituent substance" always begins with the prefix "Reaction mass of A + B + C + D +….". All the components of a multi-constituent substance with a content of ≥ 10 % (w/w) must be included in the name of the substance. Components ≤ 10 % (w/w) are not included in the name. Note: The two terms "mono-constituent substances" and "multi-constitu​ent substances" do not conform to international standards for identifying and naming substances, and thus do not conform with REACH. The REACH Regulation does, however, refer to such international designa​tions and standards. International standards do not make any requirements on restricting impurities in substances. 
The REACH Regulation does not have an equivalent term. 

Reaction mass: Result of a chemical reaction. The guideline does not include a definition.
Note: The term "reaction mass" is incorrect. It con​tradicts the REACH requirement (see Appendix VI, 2. Substance Identifi​cation) according to which the name of a substance should be given ac​cording to IUPAC or other international designations. "Reaction mass" is a completely new term for which there is not even a German translation. "Reaction mass" = multi-constituent substance ≠ preparation!

Mixture: means a mixture or solution composed of two or more substances;
Preparations, as defined in REACH, are intentional mixtures of sub​stances and are consequently not to be considered as multi- constituent substances. (page 24)
Note: The definition "preparation" in the REACH Regulation does not contain any restriction indicating that a preparation is only an intentional mixture. 

Note: According to the REACH Regulation, only substances may be registered. In the case of mixtures, on the other hand, the legislator has decided that the individual substances must generally be registered (see Article 6.1). Nevertheless, UVCB substances may be components of a mixture. 

According to the REACH Regulation, it is possible to register the result of a reaction as a substance with impurities. 

With the reaction A + B ↔ C + D + A + B, the reaction mixture (C + D with the residues of starting materials A and B) must be regarded as a multi-constituent substance, with the consequence that registration docu​ments must be submitted for three substances: 

1. (C + D + residues of A + B, e.g. in total = 120 t/a) ,

2. C (e.g. 80 t/a) and

3. D (e.g. 40 t/a), for example after distillation treatment in which the residues of the raw materials A and B are separated off and become waste. The registration of the individual components will only be accepted on condition that, on registration of the pure components C and D, the data sets for the total tonnage of the reaction mass (C + D + A + B) ≥ 100 t/a (!) are submitted in each case ! (Chapter 4.2.2.4 Registration of individual constituents of a multi-constituent substance. Page 27).
Note: The state​ment in the guideline that a reaction result must always be regarded as a single substance (reaction mass), even if several chemical compounds (so-called components) have been created, contradicts REACH. In a reaction, various substances (e.g. formation of isomers) can be produced intention​ally. With natural substances, too, substance mixtures often exist.

Other terms used in the ECHA-guideline analogous with Article 3 of the REACH Regulation are not included in the table above.
Advantages of the terms introduced via the guideline:

· A reaction mixture ("Reaction mass of …") can be registered as a single substance. This may be an ad​vantage if the reaction product is used without further processing or if the data for the mixture already exist. 

Disadvantages of the terms introduced via the guideline:

· The nomenclature that must be used according to the guideline results in new names for many substances with the result that companies have to keep concordance lists in order to be able to prove to the authori​ties the phase-in status of the renamed substances!
· Every individual component (≥ 10 %) with an EINECS number must be stated in the registration (( pos​sible disclosure of formulations and the risk of revealing business secrets!)

· If an EINECS number does not exist for a component, the multi-constituent substance does not have phase-in status. Pre-registration is not allowed and the manufacturer/importer cannot take advantage of the transition deadlines (2010 – 2013 – 2018) granted under REACH, which means he must register this substance by 1.6.2008 if he wants to continue producing/importing it. 

In implementing the requirements of the REACH Regulation (which is the only legally binding regulation), every company has to take individual decisions. The ECHA guidelines are only intended as guidance. In the IUCLID 5 program for registration, a substance can be listed with several main components as an indivi​dual entry and thus differs from a mixture. For this reason, a registrant can make the registration in a flexible manner by combining the REACH Regulation, the ECHA-guidelines and the IUCLID 5 requirements. He must decide in each individual case whether he describes a produced/imported chemical as 

· a mixture of two or more substances,
· an individual substance with impurities,
· an UVCB substance, or
· a reaction mass in the sense of a multi-constituent substance according to the ECHA guidance.

With an EINECS entry, the name of the substance is also fixed. The EINECS number and name and the relevant CAS numbers form part of the EINECS publication. The recommendation is still that substance identification should be carried out strictly according to the requirements of the REACH Regulation. 

4. The identification of a substance is performed according to Annex VI, no. 2 by stating the 

· name as per IUPAC or other international chemical designations, 

· EINECS or ELINCS number (where available),

· CAS designation and CAS number, other identification codes, 

· data on molecular and structural formula,

· composition of the substance,

· level of purity (%),

· nature of the impurities (main impurities in %).

5. As a result, the following principles apply: 
· Principally, the components of the mixture must be registered as substances – this applies in particular to absolutely new substances. 

· The registration can be made to preserve the status quo in accordance with the listing in EINECS or the listing in ELINCS.

· The view that a "reaction mixture" must be registered as a substance is not tenable.

	When?

	6. The deadlines must be observed for the relevant processes: pre-registration, SIEF formation, registration possibly with consortium, classification and labelling. See BDI guidance 2.1.1, 2.2.1

HYPERLINK "http://reach.bdi.info/REACH-Hilfestellungen/BDIHS_2_2_2_engl.DOC"
, 2.2.2.

	Hints, recommendations, further links

	7. Hints, recommendations:
a) It is recommended that the substance identification be performed strictly according to the requirements of the text in the REACH Regulation.
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