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laying down Annex VII D, containing information required for the technical
dossier referred to in Article 12 of the seventh amendment of Council Directive
67/548/EEC

THE COMMISSION OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European
.Community,

Having regard to Council Directive 67/548/EEC of 27
June 1967 on the approximation of the laws, regulations
and administrative provisions relating to the classification,
packaging and labelling of dangerous substances ('), as last
amended by Commission Directive 93/72/EEC (3), and in
particular Article 12 thereof,

Whereas, in accordance with the provisions of Directive
67/548/EEC, any new substance placed on the market
should be notified to the competent authorities of
Member States by means of a notification containing
certain information including a technical dossier ; whereas
Article 12 of ‘the said Directive requires that specific
provisions should be laid down concerning the technical
dossiers for polymers ;-

Whereas it is necessary that the technical dossier contains
a test package for polymers which would supply the infor-
mation necessary to evalute their foreseeable risks for man
and the environment; :

Whereas it is appropriate in order to avoid unnecessary
testing to group polymers into families and thereby to
require testing only of representative members of a
family ; whereas such representative testing shall continue
to assure a high level of protection ;

Whereas for some high molecular weight polymers, it is
scientifically justifiable and appropriate to define a
reduced test package (RTP);

Whereas criteria need to be developed to define those
polymers with high molecular weight for which a reduced
test package is deemed to be sufficient;

Whereas those criteria must ensure a high level of protec-
tion for man and the environment while ensuring that
industry will continue to have the incentive to invest in
continuing development of new and better polymers;

Whereas considering the limited experience with notifica-
~ tion of polymers and the incomplete knowledge of risks
associated with those substances, the strict criteria for
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RTP polymers may need to be revised in the light of
experience gained with such notifications made in ac-
cordance with the new specific requirements laid down in
this Directive ;

Whereas the measures set out in this Directive are in
accordance with the opinion of the Committee set up
under Article 29 of Directive 67/548/EEC,

HAS ADOPTED THIS DIRECTIVE:

Article 1

The Annex to this Directive shall be inserted in Annex
VII to Directive 67/548/EEC in the form of Annex VII D.

Article 2

1.  Member States shall adopt and publish the provi-
sions necessary to comply with this Directive by 31
December 1993 and shall forthwith inform the Commis-
sion.

2. When Member States adopt these provisions, these
shall contain a reference to this Directive or shall be
accompanied by such reference at the time of their offi-
cial publication. The procedure for such reference shall be
adopted by Member States.

Article 3

This Directive shall enter into force on the third day
following its publication in the Official Journal of the
European Commaunities, ’

Done at Brussels, 25 November 1993.

For the Commission
Yannis PALEOKRASSAS

Member of the Commission
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ANNEX

ANNEX VII D

SPECIFIC PROVISIONS CONCERNING THE TECHNICAL DOSSIER (“BASE SET”)

C.1.

CONTAINED IN THE NOTIFICATIONS REFERRED TO IN ARTICLE 12

For the purpose of this Annex
— “homopolymer” is a polymer consisting of only one kind of monomer unit,
— “copolymer” is a polymer consisting of more than one kind of monomer unit,

— “polymer for which a reduced test package is acceptable”, “RTP polymer”, is a polymer that satis-
fies the criteria laid down in C.2,

— “family of polymers” is a group of polymers (either homopolymers or copolymers) with different
number-average molecular weights or different compositions resulting from different ratios of
monomer units. The difference in the number-average molecular weight or in the composition is
determined not by unintentional process-related fluctuations but by deliberate alterations to the
process conditions, the process itself remaining the same,

— “M,” is the number-average molecular weight,

— “M” is the molecular weight.

Family approach

To avoid unnecessary testing, the grouping of polymers into families shall be possible.
The concept consists of testing representative members of a family with:

— M, variable for homopolymers, or

— composition variable with M, approximately constant for copolymers, or

— for M, > 1000, M, variable with composition approximately constant for copolymers.

In certain cases where there are dissimilarities in the effects seen in the representative members,
depending on the M,- or composition-range, additional testing of other representative members shall
be required.

Information required for the technical dossier referred to in Article 12

If it is not technically possible or if it does not appear scientifically necessary to give information, the
reasons shall be clearly stated and be subject to acceptance by the competent authorities.

Appropriate available information on the properties of the monomer(s) may be taken into account for
the assessment of the properties of the polymer.

Without prejudice to the provisions of Article 3 (1) of Directive 67/548/EEC the tests must be
conducted according to methods recognized and recommended by the competent mtemauonal
bodies where such recommendations exist.

The name of the body or bodies responsible for carrying out the studies shall be mentioned.

POLYMERS WITH STANDARD TEST PACKAGE

1. Polymers placed on the Community market in quantities of > =1 t/a or total quantities of > = 5t

In addition to the information and tests referred to in Article 7 (1), laid down in Annex VII A, the
following polymer-specific information is required :

1. IDENTITY OF THE SUBSTANCE
1.21.  Number-average molecular weight
1.22.  Molecular weight distribution (MWD)

1.23.  Identity and concentration of starting monomers and starting substances which will be
bound in the polymer

1.24. Indication of end groups and identity and frequency of reactive functional groups
1.3.2.1. Identity of non-reacted monomers

1.3.3.1. Percentage of non-reacted monomers
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2. INFORMATION ON THE SUBSTANCE

2.1.1.5. Statement, with relevant information, if the polymer has been developed to be environmen-
tally degradable

3. PHYISCO-CHEMICAL PROPERTIES OF THE SUBSTANCE

3.6.1. Water extractivity

Without prejudice to Article 16 (1) of Directive 67/548/EEC, further tests may be required
additionally in certain cases, e.g.:

— light-stability if the polymer is not specifically light-stabilized,

— long-term extractivity (leachate test); depending on the results of this test, appropriate
tests on the leachate may be requested on a case by case basis.

C.1.2. Polymers placed on the Community market in quantities of < 1 t/a or total quantities of < 5t but
> = 100 kg/a or total quantities > = 500 kg

In addition to the information and tests referred to in Article 8 (1), laid down in Annex VII B, the
following polymer-specific information is required :

1. IDENTITY OF THE SUBSTANCE
1.2.1. Number-average/ molecular weight
1.22.  Molecular weight distribution (MWD)

1.2.3.  Identity and concentration of starting monomers and starting substances which will be
bound in the polymer

1.24. Indication of end groups and identity and frequency of reactive functional groups
1.3.2.1. Identity of non-reacted monomers

1.33.1. Percentage of non-reacted monomers

2. INFORMATION ON THE SUBSTANCE

2.1.1.5. Statement, with relevant information, if the polymer has been developed to be environment-
ally degradable

3. PHYSICO-CHEMICAL PROPERTIES OF THE SUBSTANCE

3.6.1.  Water extractivity

C.1.3. Polymers placed on the Community market in quantities of < 100 kg/a or total quantities of <
500 kg

In addition to the information and tests referred to in Article 8 (2), laid down in Annex VII C, the
following polymer-specific information is required :

1. IDENTITY OF THE SUBSTANCE
1.2.1.  Number-average molecular weight
1.22.  Molecular weight distribution (MWD)

1.23.  Identity and concentration of starting monomers and starting substances which will be
bound in the polymer

1.24.  Indication of end groups and identity and fréquency of reactive functional groups
1.3.2.1. Identity of non-reacted monomers

1.3.3.1. Percentage of non-reacted monomers

2 INFORMATION ON THE SUBSTANCE

2.1.1.5. Statement, with relevant information, if the polymer has been developed to be environmen-
- tally degradable

C.2. POLYMERS FOR WHICH A REDUCED TEST PACKAGE IS ACCEPTABLE

Under certain conditions the base set test package for polymers can be reduced.

Substances with a high number-average molecular weight, a low content of low molecular weight
species and a low solubility/extractivity will be regarded as being non-bioavailable. Consequently, the
following criteria shall be used to determine the polymers for which a reduced test package is accep-
table :
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For non-readily degradable polymers placed on the Community market in quantities of = 1 t/a or
total quantities of = 5 t, the following criteria define those polymers for which a reduced test
package is acceptable : '

1. High number-average molecular weight (M,)(");
II. Extractivity in water (3.6.1)
< 10 mg/l excluding any contribution from additives and impurities ;
IIL. Less than 1 % with M < 1000 ; the percentage refers only to molecules (components) directly
derived from and including monomer(s), excluding other components e.g. additives or impurities.
If all criteria are fulfilled, the polymer is regarded as a polymer for which a reduced test package is
acceptable. ' :
In the case of non-readily degradable polymers placed on the Community market in quantities < 1
t/a or total quantities of < 5 t it is sufficient that criteria I and II are fulfilled for the polymer to be
considered a polymer for which a reduced test package is acceptable.
If it is not possible to prove the criteria with the assigned tests, the notifier has to demonstrate
compliance with the crieria by other means.
Under certain circumstances toxicological and ecotoxicological tests may be required.
C.2.1. Polymers placed on the Community market in qantities of > = 1 t/a or total quantities of > = 5 ¢

0. Identity of manufacturer and the identity of the notifier : Location of the production site

For substances manufactured outside the Community and for which, for the purpose of noti-
fication, the notifier has been designated as the manufacturer’s sole representative, the iden-
tity and the addresses of the importers who will be bringing the substance into the Commu-

nity.
1. IDENTITY OF THE SUBSTANCE
1.1. Name

1.1.1. Name in the IUPAC nomenclature

1.1.2.  Other names (usual name, trade name, abbreviation)
1.1.3.  CAS number and CAS name (if available)

1.2. Molecular and structural formula

1.21.  Number-average molecular weight

1.22.  Molecular weight distribution (MWD)

1.23. Identity and concentration of starting monomers and starting substances which will be
bound in the polymer

1.24. Indication of end groups and identity and frequency of reactive functional groups
13. Composition of the substance

1.3.1.  Degree of purity (%)

1.3.2.  Nature of impurities, including by-products

1.3.2.1. Identity of non-reacted monomers

1.3.3.  Percentage of (significant) main impurities

1.3.3.1. Percentage of non-reacted monomers

1.34. If the substances contains a stabilizing agent or an inhibitor or other additives, specify :
nature, order of magnitude: ... ppm, ... %

1.3.5.  Spectral data (UV, IR, NMR or mass spectrum)
1.36.1. GPC

(") The authorities receiving the notification shall decide on their own responsibility whether or not a polymer satisfies this
criterion.



