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Preparation for Pre-registration

Article 28, Duty To Pre-register For Phase In
Substances

List substances, preparations, intermediates Iin
company activities

Break down preparations into substance components
Decide on Pre-registration substance list

Data review on each substance

Annual amounts produced/imported

Determine is you are an producer/importer/down
stream user



Pre-registration requirements

Name of substance and identity code(s) — EINECS,
ELINCS, CAS

Name, address and contact person (third party
representative If appropriate)

Envisaged deadline and tonnage band

Names substances or other identity codes for which
Information is relevant for Q(SAR) and grouping and
read across



Ildentity of substance

Guidance document RIP 3.10
Well defined substances

Mono constituent substances (>80%)

Multi constituent substances (10-80% mixture)
UVCB substances

substances of Unknown or Variable
composition, Complex reaction products or
Biological materials



UVCB substances

Biological sources are identified by the name of the
species

Non biological sources are identified by the by the
starting materials

Processes are identified by the type of chemical
reaction e.g. extraction, fractioning, concentration or

as a residue



Pre-registration —do | have to?

Only Manufacturers and importers can pre-
register

However If you are a downstream user It IS
Important that the manufacturer and/or importer
register all use areas of the substance



Envisaged deadline and tonnage band

Tonnage band = volume of calender year of
registration or average of 3 proceeding years

Deadlines

> 1000 t/a, CMR 1 and 2, R 50-53 01 Dec 2010
>100 t/a 01 June 2012
> 1 t/a 01 June 2018



Pre-registration file

Eventually available from the Chemical Agency

Web based
XML file
IJUCLID 5



Data required for pre-registration

Name(s) in the IUPAC nomenclature or other international chemical name(s)

EINECS/ELINCS number if available and appropriate

CAS number if available

CAS name if available

Other identity code if available

Name of registrant

Address

Name of contact person

Name and address of the third party representative where appropriate

Envisaged deadline for registration

Substance(s) which you intend to use for read-across approach or (Q)SAR

Tonnage band



Data required for pre-registration

Name(s) in the IUPAC nomenclature or other international chemical name(s)

EINECS/ELINCS number if available and appropriate

CAS number if available

CAS name if available

Other identity code if available

Name of registrant

address
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