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EXPLANATORY NOTE

The Commission of the European Communitieg ("CEC") is in the process af
completing the Community law in the sector of plastics materials, ax
laid down by Annex 1 to the Cpuncil Directive 89/10%/EEC of 21 December
1988 on the approximation of the Jaws of the Member States relating to
materials and articles intended to come into contact with fooastuffs
(0.J. N, L 40, 11 February 1989 (herginafter called "new framework
Directive”), In principle, it is provided that the finel Commun)ty
regulation will contain rules concerning the following aspects:

a) a positive list of substances authorized;

b) a global migration limit, :

c? the basic rules for testing migration (list of simulants,
conditions for testing migration (time, temperature));

d} the criteria for purity of certain substances;

a) the- methads of analysis;

1) other,

Because of the complexity of the subject and the number of discrepencies
between the national laws, the CEC decided to proceed step by step,
praoposing for adoption Directives on the specific aspects of the
regulation, Six Directives have already been edopted in this sectar:

-~ 78/142/EEC concerning the limits for vinyl chiloride monomer (VCM)

- B0/766/EEC concerning the determination of VCM in the finished
products (0OJ n.L 213 of 16.08,%960),

- 81/432/EEC concerning the determination of VCM in the foedstuffs
(OF n. 167 of 24.06.1981), * : '

- 82/7117EEC Uirective on plastice "basis rulps for testing
migration” (OJ n, L, 297 af 23,10.1982);

- 85/572/EEC Directive on plagtics "list of simulants to be used for
testing migration” (0J n.L.372 of 31.12.1985),
- $0/12B/EEC Directive on la c "m, " t0F n. L 128 of

21,3.1990 rectified by 0J n,34% of 13,12.90.

Other Directives are either being prepared or being planned. Sueh
Directives will take the legal form of Commission Directives {adopted by
a qualified majority (54/76 votes) by the Standing Committee for Food,
according to the new procedure 1aid down in Article 3 of the new
framework Directive), In principle they will consist of:

8) & first modification of the Directive on monomers in order to:

include "naw" monomers
- amend the legal status of the listed monomers, if &
re-evaluation of & substance makes it necessary.

A draft fe now ready (I111/3274/9% Rev.i) and is planned to be
svailable for adoption befeore 31 December 1991,

b a modificetion of Directive 82/711/EEC in order to add the
test conditions for high temperature contact and the uge of
microwave {(planned for 1592} (doc. 111/3278/91 Rev.1)!

€ an extension of the positive list of the adopted Directive
on monomers in order to° include the monomers . used to
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10:21 BFGlS743 998 730 1546 PAGE . 834

S00ST19T2

Y e — AN T Y~



JUN-@8-1992 11:22 FROM LONZAs INC. R & D TO 92164476453

JIN 8 '92 18:21

This document is A wdrkipg dogu

4

manufacture vernishes, lacquers, paints,including  epoxy
resins as waell as the additives of the mentioned products
(planned for the end of 1992},

d) some Directives which will

- codify, complete (e.g. purity criteria) and, in some cases,
amend (e.g, basic rules for migration tests) the previousiy
avopted Directives,

NOTA BENE

The problem of the official contro) of plastics materials and articles
and the methods of snalysis will be examined later, taking account of
the development of Directive B9%/397/EEC. At present there are the
following two initiatives:

a) the European Committee for Normalization (CEN) is preparina
methods of determination of the global aigration and for
controlling the gquantitative restrictions op some menomers set out
in Directive 98/128/EEC, .

b) the Council of Europe is preparing a compilation of the methods
sctually availabie for the determination of specific migration in
foods or foods simulants., For further information, plesse, contact
¥Mr, Baum, Counci} of Europe, Partial Agreement, Division, BP 431
R6, F-87006 STRASPOURB, Cedex=-France {(phone: B614961; fax:
8367057). .

the monomers {(see Annex

1) and additives (see Annex 2) listed by the Commission services until 1
Auguet 1991, In particular it contains: '

a) in Annex 1 the draft of a complete positive 1list of monomers for
al] types of plastics (including varnishes and excluding only

silicones), Therefore this list includes:!

- the monomers contained in the Directive;

- the "new" requested monomers;

- monomers (as individual compound) derived from genetric terms
clagsified in list % by SCF end, therafore, destined to be deleted
in the draft of first modification of Directive %0/428/EEC. Thase
monomers can be recognised because in  column  "REMARKS" the
abbreviation S51(PM/REF,N) appears,

- all the monomers for vernishes (which now include epoxy resine).

NOTA EBENE,
- This list does not contain the monomers for silicones, as

these products wil) be considered in later stage.

- Thig list does not contain the monomers notified by UK on 4
April 1991 (C5/PM/9%0) and on § July 1991 (CS/PM/978)
these substantes were not accompanied by & technical dossier
according to the *“NOTE FOR GUIDANCE" nr accompanied by a
documentation showing that these substences are included in
5 national positive 1ist or in FOA before 31 Dacember 1990,
Also ih this last cese the substances will be included only
provisionally waiting for a technical dossier,

b} In Annex 1 bis the requested Pproducts obtained by means of
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bacterial fermentotion and submitted for spproval to CEC are
listed;

In principle the columns 2, 4, 5 and 12 are equal to eolumns 1,23 and 4
of the Directive on monomers, In tertain cases a difference can be noted
a5 some monomers were re-evaluated by SCF  after the adoption of the
Directive on monomers end the Commission services proposed to modify the
current restrictions in order to take account of the new evalustions, It
hses also to be noted thst the list is presented in anbther format, which
allows for listing the monpmers in alphabetical and progressive PM/REF
Number order and to provide supplementary infarmation;

c) in Annex 2 the draft of the updated list of additives,

At present this list contains;

- all the additives {(according to the definition which appear
in Annex 2) referring to the plastics requlated by the
Directive 90/128/EEC; therefore it includes also all the
polymers used as additives as the SCF recently) recommended
that the technical dossiers, particularly the specifications
for the identity) should be provided in order to evaluating
them,

- al} the additives for gpoxy resins {(they are intcluded uynder
the column MAT_C?;

NOTA BENE,
This list doee not yet containt

a) 8 large majority of additives for varnishes. They will be
added {n the next version according tg the document in
preparation at the Council of Europe;

b all the additives for silicones, as these products will be
considered in later stage.

N.B. In the document some items appear such &8s "coatings”, "epoxy
resins”, “silicones” which are intended to be deleted. They
are introduced only for recording the documents (¢s/pm/...)

. referring to them,

This document represents a working document and, therefore, it may be
subject to modifications, However, it reflects with regard to, the
substances included ond to the restrictions going with a number of
substances the present opinion of the Commission services.

This document is based on the previcus document I1I1/35141/89~EN (Rev.4&?
(15 Janusry 1991), modified to take account of:

a) the requests on "new” monomers and additives received by the
Commission services before the 1 August 1991 according to
the "NOTE FOR GUIDANCE";

b) the results of the evaluations made by SCF during 1991 and their
consequences on the EEC status of the compound;

c) some of the new information submitted to the Commission by
the Member States and by industry until the date of update;
d} the new deadlines fixed according to the general rules set

out in Appendix 1,
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7. The Commissiorn services bheljeve that they have coneidered all documents
received before 1 August 1991, Any comment to this document should be
sddressed to the following address:

JUN 8 '92 1@:22

COMMISSION OF THE EURDPEAN COMMUNITIES

D6 111

{(for the attention of Mr Rossf Luigi)

200, RUE DE LA LOI

1049 BRUSSELS

tel. (00)(321(212386068/2356969

telefax (00322)2354735 (use only this number!)
telex 217877 COMEUR
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ARDENDUM TO THE EXPLANATORY NOTE

AT10; REVIATIONS INCLUBED IN THE COLURNS © HE TABLES OF THE
ES d 2 OF THE SY C DDCUMENT

EXPLANATION OF THE COLUMNS

Cglumn "U*

IT the column "U" appesrs in the document, the sign + indicates that the
"relevant” (not redactional) content of at least one column of the item
has been modified not only with resards to the "syngptic” document
11173141789 (rev.4) but ‘alsp to consolidated SCF report on monomers
(C5/PM/663) and SCF report on additives (CS/PM/664), The modifications
of documents CS/PM/1022 and 1023 appesar only in the corresponding
documents e.g. CS/PM/1022 and 1023 although the sign + appears in
-gynoptic document too,

L] -
It contains the EEC packaging materials reference number of the
substances on the list; conventionally the following numbers have been
assigned:
mopamers | 10000-29999
additives:  »30000
These numbers will be used not only in the Directive on plastics
materials but also in ODirectives relating to other meterials eg. paper,
rubber, etc, A substance listed as monomer as well as an additive will
be assigned two different PM/REF numbers. In order to avoid frequent
modification of the 1lists, & PM/REF_N. will only be assigned whan tha
chemical or legislative status of that substapces is clear for the CEC.

IN CORRESPONDENCE WITH THE COMMISSION SERVICES AND THE SCF, THE
PM/REF.N., IF ANY, THE CAS N., IF ANY AND THE CHEMICAL NAME (FOLLOWING
THE RULES SET OUT IN THE EXPLANATION FOR COLUMN "NAME"), SHOULD ALWAYS
BE MENTIONED. CORRESPONDENCE NOT INCLUDING SUCH NUMBERS COULD BE
REJECTED,

Column _*COUNTRY"

it contsins the country(ies) which, in principle, suthorize(s) and/ar
useis) (at least for oane of the products included in the field aof
application of the consaolidated Directive) the substance(s) or a part of
the substances included tn the item. In & few cases SCF appears., 1t
means that the SCF splits the substance requested by the countries
indiceted in 2 substances. Because it is impossible to describe the
complex national legal situstion, the content of this column i& not very
preciem. In order to know exactly how the legal system actually applies
to B substance at national level, it 1is imperative to refer to the
national legislation. OK,R,IRL,L,P do not appemer in column COUNTRY"
pecause these countries have no lists pf substances avthorized. There is
no positive 1list for monomers in France, but admisgion of come
particular monomers haé been requested officially. Therefore f appears
in the columns only for those monomers.

Abpreviations used:

B Belgium

D Federal Republic of Germany
DK Oenmark

60051912
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Spain

France

Greece

Italy

Ireland
Luxemboury
Netherlands
Portugqal
United Kinedom

COoZr=swImm
:
~

~

u " ”

It contains the CAS (Chemical Abstracts Service) registry number, if
any; if the substance is a mixture of substances, the CAS number refers
to the mixture, Uhere an indent has been placed 1n the columh, 1t means
that a research for CAS N. has been made, but that tne result was
negative, If the result of the sparch was found to be doubtful a
question mark wes set to the result. If no CAS number or indent has heen
placed in the column it means thaet the research has not yet bheen made.

Where there is inconsistency between the CAS number and the chemicel
name, the chemical name shall take prezadence over the CAS number, If
there is inconsistency between the CAS number raported in EINECS and the
one in the CA5-Register, the CAS-number in the CAS-Reqister shall apply.

Column " "
It contetns the chemical name.

In principle, the substances labejlied with an asterisk are included in
tection B of the Directive. For these substances the SCF recommends the
requested data (see the SCF consolideted report on’ monamers (CS/PM/1022)
as well as the one on additive CS/PM/1023) to ba submitted in accordance
with the rules set out in the “NOTE FOR GUIDANCE OF APPLICANTS.."
(1J1/3568/8% Final) and taking account of the deadlines 1aid down in
Appendix 1, The data reguested ere set out in Appendix 2,

1o principle, the substances are listed according to their common name.
The following 9eneral criteries have been applied:

1, The substances are listed in Enpiish version in alphabetical order
with the following conventions:
a) - special characters such as numerals, Greek letters
(alpha, bete, epsilon, ohegal,
- prefixes indicating substituted locations (m, o, p,
C~,N-) stereochemicels (cis, trans) or other
structural featyres {(n-, tert,, sec.);
- plural as well as words or expressions which do not

indicate 8 chemical structure @.9. "derived from,.,"
or "substituted..” or "with..".

are ignored;

h) the following prefixes are considered to form part of the
name: bis, cyclo, iso, and the numerals mono, di, tri,
tatra, penta etc. In the main name they chould be written in
capitals. The following prafixes should be considered as
additions and should not be printed in capitals in the main

nEG18748
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name: orthe (o-), meta (m-), para (p-), alphas, beta, gamms
etc, cis, trans, dextro (d-), laevo (l-), normal (n~) N~
{elink to nitrogen atem), primary (prim.), secopdary (sec,)
and tertiary (tert,);

c) generic terme describing aliphatic organic acids are
indicated according to the following sequence: acads,
aliphatic, acno= or polycarhoxylic, saturated or

unsaturated, linear or branched, (Cx~Cy);

d) generic termg describing aliphatic alcohols are indicatedg
according to the following segquence; alcohel, aliphatic,
mona- or polyhydric, saturated or unsaturated, linear or
branched, primary ot secondary or tertiary (Cx-~Cy);

@) esters of monohydric aliphatic alcohols are usuvally listed
under the caorresponding acids followed by the rsdical
corresponding. to the alcohol followed by the term
Yegteri(s)";

1) esters of polyhydric altohnls are usually listed under the
correspanding acids followed by the terms ‘"ecters with" and
the name of the polyhydric alcohol, In certain cases the
esters are indicated, starting from the polyhydric alcohols
(eg, polyglycernl monostearate);

9) polymeric additives are expressed in terms of the monomers
which constitute them, in alphabetical order and separated
by a hyphen, followed by the term "polymer" or "copolymer“;

h) salts (including double salts and acid salts) of aluminium,
ammonium, calcium, {ron, magnesium, potassium, sodium and
zinc of an suthorized acid, alcohnl or phenol shall be
automatically autorized. However, names containing for
®XamPle® Y. cirvrneerre acidis), salts® appear in the lists
if the correspunding free acid(s) islare) not eeparately
mentioned, In such cases the meaning of the term “"salts” is
"ealts of eluminium, ammonium, calcium, iron, magnesium,
potassium, sodium and zinc", Only in a8 few cases salts are
ligted starting by the metal;

1) following common names are, for example, used:!

- arachidic acid
- behenic acid
- caprylic acad
- lauric acid
- myristic acid
- - pleic acid
- palmitic ecid
- ricinoleic acid

N s e A

e ma tn

) ~ stearic acid
d However the following systematic names of radicals have been
retained; ‘
- p-dodecyl instead of lauryl
- n~hexadecyl - " v cetyl
JUN 8 *92 108:24, 998 7380 1546 PAGE, 017
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- n-pctadecyl " stearyl
- p~tetradecyl "' myristyl
- 2,3~epoxypropyl " " glycidyl
Similerly the following systematic names of alcohols have been
retained:
- n~godecanol instead of lauryl alcohoi
~ n-hexadecanol " " retyl alcohol
- n-octadecanol " " stearyl alcohol
- p-~tetradecano) " myristyl alcohnl
It centeins the following ebbreviations which are useful for computer
retrievals
Axe substances allocated to Section A in one of the future EEC
Oirective ("Directive x"};
AD= gubstances allocated to Section A in EEC Directive 90/128/EEC,
At substances allocated to Section A in 1st modificetion of EEC
: Directive 50/128/€EC;
At*x gubstances maintained in Section A in 1st modification of
EEC Directive 90/126/EEC subject to amendment of their
restriction;
‘A1S* substances, derived by & generic deleted item, allocated to
Section A in 18t modification of EEC Directive 90/128/EEC;
Bx=  substances sllocated to Section B in one of the future EEC
Oirective ("Directive x"),; .
80= substances allocated to Section B in Directive 90/128/EEC;
Bi» substeances allocated to Section B in ist modification of
Directive 90/120/EEC;
Bixe gubstances maintained in Section B in 1%t modification of
EEC Directive $0/120/EEC subject to amendment of their
restriction;
Bi1S» substances, derived by a generic deleted item, allocated to
Section B in tst modification of EEC Directive 90/12B/EEC;
BO/B3 substance in section B in Directive 90/128/EEC and
smaintained in Section B in the first modification of
the Directive 90/128/EEC;
80/81%substance {in section B in Directive 20/128/EEC and maintained with
a different restriction in Section B of the first
modificetion of the Directive $0/12B/EEC;
Dxz substances deleted from the list in & future Directive
{"Directive x");
Di= substances deleted in the firgt modification of the Cirective
90/128/EEC,
De "new" substances never authorized (corresponding to
substances in wafting 1list ("W") in SCF lists (see ™
later) Wy
The criteria applied for the allocation into Section A and B is the ;:2
following: if the substance is clessified by 5CF in lists 0, t, 2, 3, 4 (&)
it is allocated in Section A; if the substance 16 classified by SCF in le>
liste ¢, 7, B, 9 it is allpcated in Section B, unless the substance is ;3
JUN € 'S2 18024 988 730 1546 PAGE. @11
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not deleted; if you note inconsistency, please inform the Commiceion
servites.

Colupn "RESTRICTIONS®
In principle it may include:

- the types of plastic materials for which the subctance ¢
duthorized to be used (see abbrevistions of the type of plastic
later. Where no inditation is given, the substance is authorizeod
for use in all types of plastic materials);

- spacific migration limit (SML or SML(T)) in food or in food
simulants (F5), unless it is specified otherwise;

- the maximum quantity (QM or QM(T)) of subatance permitted in the
finished product (FP); .

- any other restriction specifically mentioned.

The following expression "See PM/REF.N™ mey also appear, It means that
the substance(s) mentioned in column “NAME" ic(are) identical to the
substance(s? mentioned in column "RESTRICTIONS" and that the preferred
namg in correspondence of which all the information is reported is that
indicated in column "RESTRICTION, which will appear in extenso in
PDirective,

1f & substance appearing on the list as an individual compound is also
covered hy & generic term, the restrictions applying to this substance
shall be those indicated for the individual compound,

In principle, the relevant criteria used by CEC for putting a
restriction are the followings

a) a substance contained in lists 4 or & of the SCF reports or having
an ADI (list 1) or & TDI (list 2) <1 mu/key b.w., is subject to a
quantitative restriction;

o) a substance, used only in s few polymers (e.g, less than 3) which
cannot be mixed with other polymers, could be subject to a
restriction on use ("only for PVC");

c) a8 substance having an ADI or TOI less than 1 mg/kg b,w, will bhe
subject to a specific migration limit in food or in food simulants
equal to the value obtained by multiplying the ADI or TOI by &0.
It is assumed that a man weights 60 kg and that he eats aone kilo
of foods in contact with the plastics containing slways the
substance under refgrence;

d) 4 substance contained in list 4A (in the SCF report on monomers?
or in list 4 (in tha SCF report on additives) wil)l be subject, in
principle, to a limit of datection in food or in simulating
liguids (FS) equal to 0.010 ma/kg (for some substances eq.
scrylonitrile, methacrylonitrile, butadiene it was fixed a value
D.020 mg/kg for taking account of the value of the reproducibility
established in a collaborative test);

e) a substance contsined in list 6 A or in list 9 (in this last case
only {f the substance containg a oroup suspect to be carcinogenic
("allyl" "vinyl" "epoxy* etc.) will be subject, in principle, to a
limit of detection in food or in feod simulants equal to 0,050
mg/ka;

f) a substance contained in list I or in list 6B and having a
restriction expressed in a limit of migration will be subject te
this limit of migration;

9) 8 substance contained {n 1list 3 or in 1list 68 &nd having &

19:25, 968 738 1546 PAGE.B12
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restriction expressed in mg/ke GL.w. will be subject to a limit of
migration cbtained by multiplying the AD! or TOI by 60,

in some ceses, a specific migration limit could be deleted or replaced
by 8 limit in the amount of residue (QM) in the finished product (FP).
The reasons of this deciscion are indicated in the column "REMARKSY, when
this column appear in the printed document.

Column "REMARKS"”

In printiple, this column {which will disappear in the Directive) may
include the information requested and/or other remarks (included as
pro-memoria) made by CEC (eg, the type of polymer or material in whith
is used), For the meaning of the expressions used (for example Ex L9, or
N1 (PM/REF .N) or of the abbreviations, see later paragraph 2.

Column "SCF L*

It contains the number of the ligt in which the substence is rclassified
by the SCF or other abbreviations, The meaninp of the number or other
abbreviations which eppears in this column is as following:

Substances which may be used in the production of plastic materials and
articles, e.g. food ingredients and certain substances known from the
intermediate metabolism In man and for which an ADI need not be
established for this purpose.

i
Substances for which an ADY, & temporary ADI (t-AQI), & MTPI, a PMTDI,
or a PTWI or the classification "acceptable" has been establishad by
this Committee or by JECFA.
List 2 )
Subgtances for which a T0! or ¢t-T0I has boeen mstablished by this
Committes,

List 3

Substances for which an AD] or TDl could not be established, but whare
the present use copuld be accepted; some of these substances are
self-limiting bwcause of their organoleptic properties or are velatile
and therefore unlikely to be present in the finiehed product. For other
substences with very low migration, a TDI bhas not been set but the
maximum level to be used in any packaging material is stated, This is
beceuse the available toxicolegics) deta would give a TOl very much
higher than the maximum likely jintakes erising from present uses of the
additive,

Ligt & {(for additives)

Substances for which en ADI or TD] could not be established, but which
could be used if the substance migrating inte fond or food simulants is
net detectable by an spreed sensitive method.

Liss & (for monomers):

List 4B (Tor monomers)

jdem list 4 for additives (see above)

List 4B (for monomers)

Substences for which an ADI or TDJ could not be estsblished, but which
could be used if the levels of monomers residues 1n materials and
articles intended to come into contact with foodstuffs are reduced, 56
much as possible

Substences which should not be used,

Ligt ¢

Substances for which there exists sucpicion about their toxicity and for
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which dats are lackipg or are insufficient.
List 6A
Substances suspected to have carcinagenic properties, These shouloc not
be detectable in foods or in food simulants by an appropriate cenzitive
method for each suybstance, :

i
Substances suspected to have toxic properties (other than carcinagenic),
Restrictions may be indicated.
List 7 .
Substances far which some toxicological data exist, but for which an ADI
ar TO1 could not be established, The additional specified information
should be furnished,

8

Substances for which no or only scanty and inadequate dats were
available,
List 9
Substances and groups of substances which could not be evaluated due to
lack of specificity.
These ¢groups should be replaced by individual substances actually in
usR,

List W

"Waiting list". Substances not yet included in the Community Jist ("New
substanceg”). Besides the W a number indicating the SCF 1ist (allocated
on the basis of data aveilable at the moment) may appear.

List P

List of substences for which the evaluation is postponed as the SCF is

preparing a toxicological sheet or by lack of time or for other reascns.
K

List of <¢new> substances for which tha wevalustion is postponed &6 the
SCF is preparing a toxicological sheet by lack of time or foar other
reasons .

When for a substance, already evaluvated, new documentation is supplied,
besides the number of the iist .. may appear the letter P :indicating
‘'that the substance is under re-evaluation,

ctll! !mn llAg! "
It contains the value in ms/kg b.w., of the ADI or TD1. The asterisk
besides to the value indicates that the ADI or 7TDI attributed (=

temporary.

. COII!IM] '§;E un'

It contains the following information:

-M., number of the meeting(s} of the working 9group "Packaging
materials” of the 5CF at which the ites has been evsluatet;

-R,, number of the Series of the SCF Report in which the opinion of the
SCF on the item has been given or will given,

R17* contains the wevaluations for the monomers from the 1st until the
21 Meetine of the werking group;

R19= containg the evaluations for the monomers from the 22th unti) the
27th Meeting of the warking group;

R20= contains the evaluations for the monomers from the 2Bth wuntil the

- 34th Meeting of the working group;

Rx = contains the evaluations for the additives from the 21st (18 April
1985) until the 4éth merting (June 1991) of the working group
"Packaging materials" of the 5CF. The x will be replaced by the
numbar of the report, when it will be published, probably in 1992,

18: 26
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Ry= containstheevaluationsforthemonomersfromthe35tontilthe
téthmeeting oftheSCFwg, Theywillbereplaced bythenumoer
ofthereport,whenitwil lbepublished,probablyi1n)$92~1993.

c " 1]
See appendik 2,

In principle the deadlines which sppear in this column toke account of
the deadlines suggested hy SCF in appendix 2). However they could differ
in order to taking account alsoc of other elements, for example:

a) the need of avoiding tooc many deadlines; therefore s grouping of
the deadlines in 30.6.199X or 31.12.199X is made; :

b) the possibility of submitting information in a time chorter of
that indicated by SCF

c) the need of providing deadlines longer of those sugqested by SCF,
if thers are valuable reasons for doing &5o. Normally this action
will require a “guick" consultation of the wy "Packaging

Materials" of the SCF.

1t has to be noted that the application of the general rule

described in Appendix 2, CASE 1T i not automatic when the

substance is re-~evaluated. for instance the deadline previously

set out could be maintained if the data to bDe supplied at the

"next” deadline are the same.

1. It has be noted that the deadlines indicated refer to the
substence independently of the use of the substance (plastics,
varniches) and af the existence or nbt of a Directive adopted.
That means that the substances for which 'the deadline is exceesded
and that are not "retained” (81 {n column EEC_L), could not appear
longer or never appear in the Directive adopted or in future
Directives, for example in the Directive which will include the
additive list or in the  Directive extending the field of
application of Directive 90/128/EEC to vaernishes.

2. Because a substance may be used as monomer and  as additivn,
different deadlines can appear besides the sane substance.

I, The deadlines suggested by industry in some letters for retaining
the monomers in Section B are not accepted by CEC, 1f they are
different from the general rules set out in appendix 2 of this
document. In future only a letter of acceptation from CEC of the
new delay proposed by applicants and addressed to them is a prove
that the delay has been officially postponed. This explanation is
necessary as the Commission services can not make a statement for
each request transmitted to them.

Column "DEADLINE 1"

It contains the new precise deadline for retaining substance in Section
B,

Column “DEADLINE 2"
It will contain the new precise deadline for submitting some of the data

Tequested by SCF,

Column "DEADLINE 3"

P.15
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It will contsin the new precise deadlines for submitting the rema:ning
data requested by SCF,

n E 7]
1t contains the number of the meeting where the substance is planned to
be examined, If appedr S means that the evaluation of substance is
suspended as the CEC, after a first examination of SCF wg, has reteived
or, at request of SCF wg, will receive new information. These substances
will be included in the list of substances to be evaluated or
re-evaluated by SCF.

This column contains the progressive number of the document receiveo or
transmitted by the Commission which refers t0 the substance (see annexes
of the minutes of the meetings of the SCF wg). If the number is followed
by a stroke that means that all the documents listed at the left of the
stroke have teen examined by SCF., The letters for retaining & substance
in Section B are indicated by an asterisk besides the reference number,

‘although in some cases a technical dossier has been received.

XPLAN N _O EXPRESSIONS BREY NS _USE € TABLES OR 1

THE OOCUMENT, LISTED IN ALPHABETICAL ORDER

N.B. The abbreviations used in the column "COUNTRY" are included i{n the
explanatory note for this column (see paragraph { of the

addendum) .

R - in the column EEC_L means substance which will be put
in the Directive in Saction A (= substences authorized
at FEC level)

- in the column REMARKS meens that the substance is
requested for general use)

AO See euplanatiun in point 1, under column EEC_1

Al " "

A1* " »

A1S " "

Ax " "

AD Additive

AcC Acceptable for use

ALIPH. Aliphatic

ADI Acceptable (Bily Intake

AP Alds to polymerization (which only include, conventionslly,

the substences which directly influence the formation of
polymers, see Annex 31,

B means that the substance will be put in the Directive in
Section 8 (=substances which may continue to be used at
naticnasl level pending & degisjon on inclusion in Section A}
it its deadline is not exceeded.

BO See explanation itn point 4, under column €EC_1

91 " "

B1 = “ ]

BiS " 0

Bx " o

Bxi nesns substance for which an appropriate request (model

letter 3 of the *“Note for gquidance”) for retaining in
Section B of the Directive S0/128/EEC has been transmitted
to EEC services. These substances will appear in the Section
B of the future draft of x modification of the Directive

oeg
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$0/128/EEC, Thesa subiktances could be disappear if the
results Of the requested tests to be carried out are not
supplied within the detes ‘which will appear in future in »
rew calumn "DEADLINE 2" (see appendix 1).

Coatings (varnishes and lacquers, including epoxy resins)
Commission af the European Communitics

"COVERED BY..{(PM/REF.N}"

Meens that the substance(s) mentioned in celumn "NAME" is
(are) included in the substance(s) mentioned in column
"REMARKS® .

CYCLOALIPH, Cyclealiphatic

Dx
D1
1

See explanation in pont 1, under "Column EEC_1"
[ ” i
" "

DEADLINE N.Dates within which the Commission should receive some

DET
418
Ex L?

Ex L9*

FP
FS
gR

m

M

M. .
MONOCARB.
MONOH.

n
NCO
NEW SUBST.

(/;OL or Pal

st

JUWN B '92 1B:27

spacified information (see appendix 2)

Detectable ’

Limit of detection ,
Substance for plastics destined to disappear from the list
because replaced by individual compound {(see explanation in
par, 4 of the explanatory noted.

Substance used only for varnishes destined to disappear fram
the ljst because replaced by individual compound (see
explanation in par.4 of the explanatory note).

Finished product (= materisl and article in finished state)
food simulants

Group Restriction, Restriction to be epplied to all the
substances indicated in the group as suggested by SCF in its
reportis,

Mata 1

Monomaer

Meeting (M followed by a number; ses SCF_M)

Monocarboxylic

Monohydric

Norma i

lstcyanate moiety

New substance. Substances requested to CEC for inclusion in
the EEC positive list, but not yet authorized in at least
one of the Member States of the European Communities (UK
considered, in principle, “new" substance for "plastics" a
substance not authorized in the USA before 31 Decembar 1987
and for "varnishas" a substance not suthorixed in the USA
before 31 December 1990). These substances will]l be evaluated
by SCF only if the information requested by SCF in its
Report (ser “"Note for guidance of applicants..”
111/3568/89-updated version) has been transmitted to CEC).
These substances will appear in synoptic documents but not
in the drafte of Oirectives, The Memher States are invited
to not authorize these substances wuntil the 5CFf has
expressed its definitive opinien,

Not specified

Ortho

Para

Substances for which the allocation in the columns “EEC_L"
or "SCF_L* is postponed

<New’» substances for which the allocation in EEC or SCF

e Teeee___licts is postponed
Polyme?

e R
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a7
QM Maximum permitted gquentity of the "residual” substance in
the material or article
amMeT) Maximum permitted quantity of the “residual” substance :n

the materisl or article expressed as total of moyery-
substance({s) indicated

Rx Number (not yet known) of the Report of the SCF on additive.
Ry Number (not yet known) of the Report of the SCF on monomer.
s Substance in suspens.

S1(PM/REF .N)Substance which replaces the generic term (PM/REF.N)
classified by the SCF in L%,

52 Substence used only for varnishes which replaces the generic
term (PM/REF .N} classified by the SCF in L9,

“SAME , , (PM/REF.N)
means that the substance(s) mentioned in column "NAME™ 18
(are) identicel to the substance(s) mentioned in column

"RESTRICT]IONS®
SAT., Satureted
SCF_L Number of the SCF list (cee explanation in point 1)
SCF_M Number of the meeting of the SCF’s working group "Packaging

Materials” in which the substance was or will be examined,
M4t means 4ist meeting Number. Meetings planned since M40.
(MGi=19=-20/VILI/19900; (M42c 20-21/1X/1990i; M43n  15-16/X1
71990} (Mbéd=  20-21/11/71992) (M4B=  23-24/1V/71994) ; (Mié= 18-
19/V1/71994) 1 (M4T = 10-117IX/71994); (M4B = 13~141IX/19%4)
“SIMILAR TO,.,{PM/SCF.N)

Means that the substancels) isf(are) not identical ta or
coverad by tha other substance(s) mentioned but that there
is 8 certain similarity which has to be taken into actcount
in the f{nal decision on the status of the substance;

SML Specific migration limit in foods or in food simulant

SMLT) Specific migration limit in, foods or in food simulaent
expressed as total of moiety/substancel(s) indicated.

SML(Tp? Specific migration 1imit in foods or in food

simulant for the group of substances having in
COLUMN RESTRICTION the abbreviation SML(Tp}; an
explanation far these substances is given {n
CS/PM/ P56,
“SPEC(I)" Specification on identity of the substance(s) are requested
{Sea the chaptar "ldentity" of the new SCF guidelines
included in "Note for guidance of applicants"); .
"SPEC(P)" Specification on purity of the substancets) ::5 (are)
requested by SCF or by a nMember State indicated in

parentheses)
"SPEC(UI"  Specification oh use of the substance are reguested:
- is it a/monomer ("M") or additive ("A")

15 it really usea in plastic materials? Whet type?

1s 1t technologically necessary (techn. nec.)? The
Member State should provide by means of a letter
addressed to CEC a report giving reasons for
maintaining such substancel(s) in the li1st, This letter
must be provided to CEC as soon as possible and not
later tharn 6 months after its apparition in synoptic
document, After this period, the item could be deleted
in the Directive; the final date will appear after the

o abbraviation; .
<:EZ::> Single or in comhination with substances of the same
chemical moiety or individually indicated.
701 Tolerable WNsily Intake (new . concept established by SCF 1n

JUN 8 '92 18:28
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the crontext of packaging sector taking account of the
circumstance that "the procedure adopted for establisning
TDIs differs from the well known classical procedures for
establishing ADIs"1}, -

U Updated, The sign + indicates that the “relevant" (not
redactional) content of at least one column of the item has
been modified as regards the last previous versions of the
EEC documents (see the explanatory note)

LINGAT , Unsaturated
X Means that the organcleptic characteristics of the

substancels) are self limiting (wee for monomers, for
example, Annex I! of the minutes of the 518t EEC meeting)
and, tharefore, in principle, could net be necessary to put
a8 special quantitative restriction
Y Means that the °fnod usage™ of the palymer(s) for which the
substance is authorized (see for monomers, for exemple,
Annexes 2 and 3 of the minutes of 52nd EEC meeting) is
limited and, therefore, in principle, «ould not be
necessary to put a special gusntitetive restriction
W - if it appmars in ctolumn "RESTRICTION" means that the
finigshed products made from the substance(s) are in
contact with foodstuffs only for a short time and
therefore, because the probable migration should be
low, in principle, could not be necessary to put a
speciel quantitative restriction
- if it eppears in column YSCF_L", it refers to s "new
substance and it means "waiting list" (see NEW
SUBST), It could be fellowad by & onumber which
indicates tha SCF list,

L Means ¢that the differance between the overasl]l migration
limit and the specific limit, is so low that it would not be
necessary to impose @ special yuantitative restriction,
taking account the approximation in these calculations

? tieans that there is & doubt on the information given

- Means that the emguiry for- finding the informatjion has been
made but that it vas negstive

* The sign appears in the first column ("U") and means that

. the relevent (not redactional}) content of at least one
' column of the item has been modified with regards to the
last previous versions of the EEC documents,
x See the mwaning in the explanation of each column.

3. Jype of materials or products

ADH  Adhesives and adhesion promoters .

C¥ Coatings (the asterisk is .related to the need of computer
ratrieval)

DSF  Dispersions

EP Epoxyresins

PL Plastics

PC Paper and cardbhoard

RU Rubber
RC Regenerated cellulose
51 Silicones

4, Tvee of plestics

For the meaning of the types of plestics mentioned hereinafter, refer to

JUN 8 'S2 1@:28 BFG15758 908 738 1546 PAGE. 019

.

020GTaT2



T s T

LTS

TRt s

JUN-88-1992 11:38 FROM LONZAs INC. R & D TO 92164476459 P.28

the definitions generslly recognized,

19

particularly to the Internstionst

Standard 180.47Z, It 4s to be nated that an abbreviation for a polymer
refers bath to the homopolymer and to various copolymers,

PES
PEtHh

Ju B8 'S2 10:28

Acrylonitrile~butadiene-styrene

. Cellulose acetate

Cellulose

Cellulose propionate

Lignocellulose

Methyl methacrylate-acrylonitrile~butadiene-styrene
Methyl methacrylate-butadiene-styrene
Melamine-farmaldehyde
Mal)amine-urea-formaldehyde
Nitrocellulose

Polyamides

Acrylic and methacrylic resins
Polyacrylonitrile
Polyarylates

Polybutene

Polybutylene terephthalate
Polycarbonate
Palycaprolactone
Pelyehlorotrifluoroethylene
Polyethylene
Polyetheretherketone
Polyetherethersul phone
Polyetherimide
Polyetherketane
Polyethylenenaphthenate
Polyethersul fona

Polyethar

Polyethylene terephthalate
Phenol~formaldehyde
Polyisobutylene

Polymethyl methacrylate
Polyaolefins
Polyoxymathylenes polyformaldehyde= polyacetal
Polypropylene

Polyphenylene ether

Polyphenylene oxide

Palystyrene

Polyterpenes
Palytetrafluoroethylene
Polyurethanes

Polyvinyl acetate

Polyvinyl hutyral

Polyviny} chloride

Polyvinyl chloride chlorinated
Polyvinylidene chloride
Polyvinylidene fluaride
Polyvinylether
Resorcinol~formaldehyde
Styrene-acrylonitrile
Styrene-butadiene

Urea-formaldehyde

Unsaturated polyvegters

BFG15759 | 908 738 1546
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Rage No, ]
Q8-08-73

U PM/AEF  CAS

NAME SEF KEC ECF  AGE  CS/PM
L L. WA MDA

M. N.
- pramaa ~e
1 L
e -
30400 -~

30400 DO140-08-5
8RS -

wgan .
0720 -
10000

oMo - o

0060 x

6\\\ 1

31040 -

2310 -

3200 -

33280 -

JUN 8’92 1@:29

] s 7
ACETYLACETIC ACID, SALTS 0 Ax
ACETYLATED GLYCEAIORS 1 A
SACLIYLATEINOLEIC ACID, MUTYL 7  Ix
£STEA
*ALIDE, ALIPH, MOMOCARD. &
(cE-c24)

CALI0S, ALIAH.. MONOCARD. | .
(CO-C22}, sos-BUTYL AMD OLEYL
ESTERS

*ACTOE, ALIPH., MONOCRARE. * o«
{ER.ERR), COMPOURDE WITH

DIETHANOLAMINE

SACION, ALIPM., MONOCARS. s »
(MORE THAN Ch), LNTENS WITH

MANNITOL

SACIDE, ALIPH., MOHOCANS. »
{MORE THAN £5), ESTERS WITH
PENTAERYTHRITOL

ACTDS, ALIPH, ¢ MONOCARD. 3 M
(C6-t22) ESTERS WITH

POLYSLYCENOL, . Clrewbude
*ACIDS, ALIPH. NOWOCARA., 8

HYDROXYLATED {ClZ-C28) MND
THEIR SVLPMONATED AND
ACETYLATED DERIYATIVES

SACIDS, ALIMH., MONOCARR, * b
(C8-L2L), L1, Mn AND S» EALTS

CAZICS, ALIPH.. MOMOCARSE., B
SAT (MORE THAN C7), ESTERS
WITH ALCOMOLS, ALIPH. MONOM,

*ACIDS, ALIPH., MONOCARE. ? B
(CR-CRR), COMPOUMDE WITH
TRIETHANOLAMINE

AC30S, FAYYY, DIMERIZED, SALTS

BFG15760
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LELL L L “hh Sl
u s it

91.12.0141 «

31.10.91/1 «

PA AN, PE, 30.32.917) o

PA,PS.PYC  3).12.91/1

sDY REMAAKS
wy/ry
Aua cmy mihA mas swmasces PN »
] 10 11 32
Ra
Rx N$
A
R 81
iz
mvE
Rx 131
iz
" M7, |
2]
R 257 Mol
7Y, rd 7
i \
Az E14)
Rx
Rx 8
RAx as1?
[
998 730 1S46

2M.38.93/) «

TRTRIVIES

31.02.93/%

33.22.91/1

31001/

21,22.91/7) +

-
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