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COUNCIL DIRECTIVE
of 27 July 1976

on the approximation of the laws of the Member States relating to
cosmetic products

(76/768/EEC)

THE COUNCIL OF THE EUROPEAN COMMUNITIES,

Having regard to the Treaty establishing the European Economic
Community, and in particular Article 100 thereof,

Having regard to the proposal from the Commission,
Having regard to the opinion of the European Parliament ('),
Having regard to the opinion of the Economic and Social Committee (?),

Whereas the provisions laid down by law, regulation or administrative
action in force in the Member States define the composition
characteristics to which cosmetic products must conform and prescribe
rules for their labelling and for their packaging; whereas these
provisions differ from one Member State to another;

Whereas the differences between these laws oblige Community cosmetic
producers to vary their production according to the Member State for
which the products are intended; whereas, consequently, they hinder
trade in these products and, as a result, have a direct effect on the
establishment and functioning of the common market;

Whereas the main objective of these laws is the safeguarding of public
health and whereas, as a result, the pursuit of the same objective must
inspire Community legislation in this sector; whereas, however, this
objective must be attained by means which also take account of
economic and technological requirements;

Whereas it is necessary to determine at Community level the regulations
which must be observed as regards the composition, labelling and
packaging of cosmetic products;

Whereas this Directive relates only to cosmetic products and not to
pharmaceutical specialities and medicinal products; whereas for this
purpose it is necessary to define the scope of the Directive by delimiting
the field of cosmetics from that of pharmaceuticals; whereas this
delimitation follows in particular from the detailed definition of
cosmetic products, which refers both to their areas of application and
to the purposes of their use; whereas this Directive is not applicable to
the products that fall under the definition of cosmetic product but are
exclusively intended to protect from disease; whereas, moreover, it is
advisable to specify that certain products come under this definition,
whilst products containing substances or preparations intended to be
ingested, inhaled, injected or implanted in the human body do not come
under the field of cosmetics;

Whereas in the present state of research, it is advisable to exclude
cosmetic products containing one of the substances listed in Annex V
from the scope of this Directive;

Whereas cosmetic products must not be harmful under normal or
foreseeable conditions of use; whereas in particular it is necessary to
take into account the possibility of danger to zones of the body that are
contiguous to the area of application;

Whereas, in particular, the determination of the methods of analysis
together with possible modifications or additions which may have to be
made to them on the basis of the results of scientific and technical
research, are implementing measures of a technical nature; whereas it is
advisable to entrust their adoption to the Commission, subject to certain

(') OJ No C 40, 8. 4. 1974, p. 71.
() 0J No C 60, 26. 7. 1973, p. 16.
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conditions specified in this Directive, for the purpose of simplifying and
accelerating the procedure;

Whereas technical progress necessitates rapid adaptation of the technical
provisions defined in this Directive and in subsequent Directives in this
field; whereas it is advisable, in order to facilitate implementation of the
measures necessary for this purpose, to provide for a procedure
establishing close cooperation between the Member States and the
Commission within the Committee for adaptation to technical progress
of Directives aimed at the removal of technical obstacles to trade in the
cosmetic products sector;

Whereas it is necessary, on the basis of scientific and technical research,
to draw up proposals for lists of authorized substances which could
include antioxidants, hair dyes, preservatives and ultraviolet filters,
taking into account in particular the problem of sensitization;

Whereas it could happen that although conforming to the provisions of
this Directive and its Annexes, cosmetic products placed on the market
might endanger public health; whereas it is therefore advisable to
provide for a procedure intended to remove this danger,

HAS ADOPTED THIS DIRECTIVE:

Article 1

VYM21

1. A ‘cosmetic product’ shall mean any substance or preparation
intended to be placed in contact with the various external parts of the
human body (epidermis, hair system, nails, lips and external genital
organs) or with the teeth and the mucous membranes of the oral cavity
with a view exclusively or mainly to cleaning them, perfuming them,
changing their appearance and/or correcting body odours and/or
protecting them or keeping them in good condition.

2. The products to be considered as cosmetic products within the
meaning of this definition are listed in Annex I.

VYMi4

3.  Cosmetic products containing one of the substances listed in
Annex V shall be excluded from the scope of this Directive. Member
States may take such measures as they deem necessary with regard to
those products.

vYM21
Article 2

A cosmetic product put on the market within the Community must not
cause damage to human health when applied under normal or reasonably
foreseeable conditions of use, taking account, in particular, of the
product's presentation, its labelling, any instructions for its use and
disposal as well as any other indication or information provided by the
manufacturer or his authorized agent or by any other person responsible
for placing the product on the Community market.

The provision of such warnings shall not, in any event, exempt any
person from compliance with the other requirements laid down in this
Directive.

Article 3

Member States shall take all necessary measures to ensure that only
cosmetic products which conform to the provisions of this Directive and
its Annexes may be put on the market.
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Article 4

1.  Without prejudice to their general obligations deriving from
Article 2, Member States shall prohibit the marketing of cosmetic
products containing:

(a) substances listed in Annex II;

(b) substances listed in the first part of Annex III, beyond the limits and
outside the conditions laid down;

YMi14
(c) colouring agents other than those listed in Annex IV, Part 1, with the
exception of cosmetic products containing colouring agents intended
solely to colour hair;

(d) colouring agents listed in Annex IV, Part 1, used outside the
conditions laid down, with the exception of cosmetic products
containing colouring agents intended solely to colour hair;

M3

(e) preservatives other than those listed in Annex VI, Part 1;

(f) preservatives listed in Annex VI, Part 1, beyond the limits and
outside the conditions laid down, unless other concentrations are
used for specific purposes apparent from the presentation of the
product;

YM7
(g) UV filters other than those listed in Part 1 of Annex VII;

(h) UV filters listed in Part 1 of Annex VII, beyond the limits and
outside the conditions laid down therein;

YM21
(i) ingredients or combinations of ingredients tested on animals after
» M33 30 June 2002 <« in order to meet the requirements of this
Directive.

If there has been insufficient progress in developing satisfactory
methods to replace animal testing, and in particular in those cases
where alternative methods of testing, despite all reasonable
endeavours, have not been scientifically validated as offering an
equivalent level of protection for the consumer, taking into account
OECD toxicity test guidelines, the Commission shall, by 1 January
1997, submit draft measures to postpone the date of implementation
of this provision, for a sufficient period, and in any case for no less
than two years, in accordance with the procedure laid down in
Article 10. Before submitting such measures, the Commission will
consult the Scientific Committee on Cosmetology.

The Commission shall present an annual report to the European
Parliament and the Council on progress in the development,
validation and legal acceptance of alternative methods to those
involving experiments on animals. That report shall contain precise
data on the number and type of experiments relating to cosmetic
products carried out on animals. The Member States shall be obliged
to collect that information in addition to collecting statistics as laid
down by Directive 86/609/EEC on the protection of animals used for
experimental and other scientific purposes. The Commission shall in
particular ensure the development, validation and legal acceptance
of experimental methods which do not use live animals.

YM3
2. The presence of traces of the substances listed in Annex II shall be

allowed provided that such presence is technically unavoidable in good
manufacturing practice and that it conforms with Article 2.

Y M14
Article 5

Member States shall allow the marketing of cosmetic products
containing:

(a) the substances listed in Annex III, Part 2, within the limits and under
the conditions laid down, up to the dates in column (g) of that
Annex;
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YM14
(b) the colouring agents listed in Annex IV, Part 2, within the limits and
under the conditions laid down, until the admission dates given in
that Annex;

(c) the preservatives listed in Annex VI, Part 2, within the limits and
under the condition laid down, until the dates given in column (f) of
that Annex. However, some of these substances may be used in
other concentrations for specific purposes apparent from the
presentation of the product;

(d) the UV filters listed in Part 2 of Annex VII, within the limits and
under the conditions laid down, until the dates given in column (f) of
that Annex.

At these dates, these substances, colouring agents, preservatives and UV
filters shall be:

— definitively allowed, or
— definitively prohibited (Annex II), or

— maintained for a given period specified in Part 2 of Annexes III, IV,
VI and VII, or

— deleted from all the Annexes, on the basis of available scientific
information or because they are no longer used.

YM21
Article 5a

1. No later than 14 December 1994 the Commission shall, under the
procedure laid down in Article 10, compile an inventory of ingredients
employed in cosmetic products, on the basis in particular of information
supplied by the industry concerned.

For the purposes of this Article, ‘cosmetic ingredient’ shall mean any
chemical substance or preparation of synthetic or natural origin, except
for perfume and aromatic compositions, used in the composition of
cosmetic products.

The inventory shall be divided into two sections: one concerning
perfume and aromatic raw materials and the second concerning other
substances.

2. The inventory shall contain informtion on:

— the identity of each ingredient, in particular its chemical name, the
CTFA name, the European Pharmacopoeia name, the international
non-proprietary names recommended by the World Health Organi-
zation, the Einecs, Iupac, CAS and colour index numbers, and the
common name referred to in Article 7 (2),

— the usual function(s) of the ingredient in the final product,

— where appropriate, restrictions and conditions of use and warnings
which must be printed on the label by reference to the Annexes.

3. The Commission shall publish the inventory and shall update it
periodically under the procedure provided for in Article 10. The
inventory shall be indicative and shall not constitute a list of the
substances authorized for use in cosmetic products.

VYM14
Article 6

1. »M21 Member States shall take all measures necessary to ensure
that cosmetic products may be marketed only if the container and
packaging bear the following information in indelible, easily legible and
visible lettering; the information mentioned in point (g) may, however,
be indicated on the packaging alone: <«

(a) the name or style and the address or registered office of the
manufacturer or the person responsible for marketing the cosmetic
product who is established within the Community. Such information
may be abbreviated in so far as the abbreviation makes it generally
possible to identify the undertaking. Member States may require that
the country of origin be specified for goods manufactured outside
the Community;
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YMi4

b) the nominal content at the time of packaging, given by weight or by
volume, except in the case of packaging containing less than five
grams or five millilitres, free samples and single-application packs;
for pre-packages normally sold as a number of items, for which
details of weight or volume are not significant, the content need not
be given provided the number of items appears on the packaging.
This information need not be given if the number of items is easy to
see from the outside or if the product is normally only sold
individually;

c) the date of minimum durability. The date of minimum durability of a
cosmetic product shall be the date until which this product, stored
under appropriate conditions, continues to fulfil its initial function
and, in particular, remains in conformity with Article 2.

The date of minimum durability shall be indicated by the words:
‘Best used before the end of...” followed by either:

— the date itself, or
— details of where the date appears on the packaging.

If necessary, this information shall be supplemented by an indication
of the conditions which must be satisfied to guarantee the stated
durability.

The date shall be clearly expressed and shall consist of the month
and the year in that order. Indication of the date of durability shall
not be mandatory for cosmetic products the minimum durability of
which exceeds 30 months;

YM21

(d) particular precautions to be observed in use, especially those listed
in the column ‘Conditions of use and warnings which must be
printed on the label” in Annexes III, IV, VI and VII, which must
appear on the container and packaging, as well as any special
precautionary information on cosmetic products for professional use,
in particular in hairdressing. Where this is impossible for practical
reasons, an enclosed leaflet, label, tape or card must contain that
information to which the consumer is referred either by abbreviated
information or the symbol given in Annex VIII, which must appear
on the container and the packaging;

YM14
(e) the batch number of manufacture or the reference for identifying the
goods. Where this is impossible for practical reasons because the
cosmetic products are too small, such information need appear only
on the packaging;

YM21
(f) the function of the product, unless it is clear from the presentation of
the product;

(g) a list of ingredients in descending order of weight at the time they
are added. That list shall be preceded by the word ‘ingredients’.
Where that is impossible for practical reasons, an enclosed leaflet,
label, tape or card must contain the ingredients to which the
consumer is referred either by abbreviated information or the symbol
given in Annex VIII, which must appear on the container and the
packaging.

The following shall not, however, be regarded as ingredients:

— impurities in the raw materials used,

— subsidiary technical materials used in the preparation but not
present in the final product,

— materials used in strictly necessary quantities as solvents or as
carriers for perfume and aromatic compositions.

Perfume and aromatic compositions and their raw materials shall be
referred to by the word ‘perfume’ or ‘flavour’. Ingredients in
concentrations of less than 1 % may be listed in any order after those
in concentrations of more than 1 %. Colouring agents may be listed
in any order after the other ingredients, in accordance with the
colour index number or denomination adopted in Annex IV.
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YM21
For decorative cosmetic products marketed in several colour shades,
all colouring agents used in the range may be listed, provided that
the terms ‘may contain’ are added.

An ingredient must be identified by the common name referred to in
Article 7 (2) or, failing that, by one of the names referred to in
Article 5a (2), first indent.

In accordance with the procedure laid down in Article 10, the
Commission shall, no later than 14 December 1994, adopt the
criteria and conditions under which a manufacturer may, for reasons
of trade secrecy, apply not to include one or more ingredients on the
abovementioned list.

Where it is impracticable, for reasons of size or shape, for the particulars
referred to in points (d) and (g) to appear in an enclosed leaflet, those
particulars shall appear on a label, tape or card which is enclosed or
attached to the cosmetic product.

In the case of soap, bath balls and other small products where it is
impraticable, for reasons of size or shape, for the particulars referred to
in point (g) to appear on a label, tag, tape or card or in an enclosed
leaflet, those particulars shall appear on a notice in immediate proximity
to the container in which the cosmetic product is exposed for sale.

YMi4
2. For cosmetic products that are not pre-packaged, are packaged at
the point of sale at the purchaser's request, or are pre-packaged for
immediate sale, Member States shall adopt detailed rules for indication
of the particulars referred to in paragraph 1.

3. Member States shall take all measures necessary to ensure that, in
the labelling, putting up for sale and advertising of cosmetic products,
text, names, trade marks, pictures and figurative or other signs are not
used to imply that these products have characteristics which they do not
have. »M21 Furthermore, any reference to testing on animals must
state clearly whether the tests carried out involved the finished product
and/or its ingredients. <«

Article 7

1. Member States may not, for reasons related to the requirements
laid down in this Directive and the Annexes thereto, refuse, prohibit or
restrict the marketing of any cosmetic products which comply with the
requirements of this Directive and the Annexes thereto.

Y M21

2. They may, however, require that the particulars provided for in
Article 6 (1) (b), (c), (d) and (f) be expressed at least in their own
national or official language or languages; they may also require that the
particulars provided for in Article 6 (1) (g) be expressed in a language
easily understood by the consumer. To that end, the Commission shall
adopt a common ingredients nomenclature in accordance with the
Article 10 procedure.

3. Furthermore, a Member State may, for purposes of prompt and
appropriate medical treatment in the event of difficulties, require that
appropriate and adequate information on substances used in cosmetic
products be made available to the competent authority, which shall
ensure that that information is used only for the purposes of such
treatment.

Each Member State shall designate a competent authority and send
details thereof to the Commission, which shall publish that information
in the Official Journal of the European Communities.

Article 7a

1.  The manufacturer or his agent or the person to whose order a
cosmetic product is manufactured or the person responsible for placing
an imported cosmetic product on the Community market shall for
control purposes keep the following information readily accessible to the
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VYM21

competent authorities of the Member State concerned at the address
specified on the label in accordance with Article 6 (1) (a):

(a) the qualitative and quantitative composition of the product; in the
case of perfume compositions and perfumes, the name and code
number of the composition and the identity of the supplier;

(b) the physico-chemical and microbiological specifications of the raw
materials and the finished product and the purity and microbiolo-
gical control criteria of the cosmetic product;

(c) the method of manufacture complying with the good manufacturing
practice laid down by Community law or, failing that, laid down by
the law of the Member State concerned; the person responsible for
manufacture or first importation into the Community must possess
an appropriate level of professional qualification or experience in
accordance with the legislation and practice of the Member State
which is the place of manufacture or first importation;

(d) assessment of the safety for human health of the finished product.
To that end the manufacturer shall take into consideration the
general toxicological profile of the ingredient, its chemical structure
and its level of exposure.

Should the same product be manufactured at several places within
Community territory, the manufacturer may choose a single place of
manufacture where that information will be kept available. In this
connection, and when so requested for monitoring purposes, he shall
be obliged to indicate the place so chosen to the monitoring
authority/authorities concerned,;

(e) the name and address of the qualified person or persons responsible
for the assessment referred to in (d). That person must hold a
diploma as defined in Article 1 of Directive 89/48/EEC in the field
of pharmacy, toxicology, dermatology, medicine or a similar
discipline;

(f) existing data on undesirable effects on human health resulting from
use of the cosmetic product;

(g) proof of the effect claimed for the cosmetic product, where justified
by the nature of the effect or product.

2. The assessment of the safety for human health referred to in
paragraph 1 (d) shall be carried out in accordance with the principle of
good laboratory practice laid down in Council Directive 87/18/EEC of
18 December 1986 on the harmonization of laws, regulations and
administrative provisions relating to the application of the principles of
good laboratory practice and the verification of their application for tests
on chemical substances (*).

3. The information referred to in paragraph 1 must be available in the
national language or languages of the Member State concerned, or in a
language readily understood by the competent authorities.

4. The manufacturer or his agent, or the person to whose order a
cosmetic product is manufactured, or the person responsible for placing
imported cosmetic products on the Community market, shall notify the
competent authority of the Member State of the place of manufacture or
of the initial importation of the address of the place of manufacture or of
initial importation into the Community of the cosmetic products before
the latter are placed on the Community market.

5. Member States shall designate the competent authorities referred
to in paragraphs 1 and 4 and shall send details thereof to the
Commission, which shall publish that information in the Official
Journal of the European Communities.

The Member States shall ensure that the abovementioned authorities
continue to cooperate in areas where such cooperation is necessary to
the smooth application of this Directive.

() OJNoL 15, 17. 1. 1987, p. 29.
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Article 8

1. In accordance with the procedure laid down in Article 10 the
following shall be determined:

— the methods of analysis necessary for checking the composition of
cosmetic products,

— the criteria of microbiological and chemical purity for cosmetic
products and methods for checking compliance with those criteria.

VYM21

2. The common nomenclature of ingredients used in cosmetic
products and, after consultation of the Scientific Committee on
Cosmetology, the amendments necessary for the adaptation to technical
progress of the Annexes shall be adopted in accordance with the same
procedure, as appropriate.

Article 8a

1.  Notwithstanding Article 4 and without prejudice to Article 8 (2), a
Member State may authorize the use within its territory of other
substances not contained in the lists of substances allowed, for certain
cosmetic products specified in its national authorization, subject to the
following conditions:

(a) the authorization must be limited to a maximum period of three
years;

(b) the Member State must carry out an official check on cosmetic
products manufactured from the substance or preparation use of
which it has authorized,

(c) cosmetic products thus manufactured must bear a distinctive
indication which will be defined in the authorization.

2. The Member Stats shall forward to the Commission and to the
other Member States the next of any authorization decision taken
pursuant to paragraph 1 within two months of the date on which it came
into effect.

3.  Before expiry of the three-year period provided for in paragraph 1,
the Member State may submit to the Commission a request for the
inclusion in a list of permitted substances of the substance given national
authorization in accordance with paragraph 1. At the same time, it shall
supply supporting documents setting out the grounds on which it deems
such inclusion justified and shall indicate the uses for which the
substance or preparation is intended. Within 18 months of submission of
the request, a decision shall be taken on the basis of the latest scientific
and technical knowledge, after consultation, at the initiative of the
Commission or of a Member State, of the Scientific Committee for
Cosmetology and in accordance with the procedure laid down in Article
10 as to whether the substance in question may be included in a list of
permitted substances or whether the national authorization should be
revoked. Notwithstanding paragraph 1 (a), the national authorization
shall remain in force until a decision is taken on the request for inclusion
in the list.

Article 9

1. The Committee on the Adaptation to Technical Progress of the
Directives on the Removal of Technical Barriers to Trade in the
Cosmetic Products Sector, hereinafter called ‘the Committee’, is hereby
set up. It shall consist of representatives of the Member States with a
representative of the Commission as chairman.

2. The Committee shall adopt its own rules of procedure.
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Article 10

1.  Where the procedure laid down in this Article is to be followed,
matters shall be referred to the Committee by the chairman, either on his
own initiative or at the request of the representative of a Member State.

2. The representative of the Commission shall submit to the
Committee a draft of the measures to be adopted. The Committee shall
deliver its opinion on the draft within a time limit set by the chairman
according to the urgency of the matter. Opinions shall be adopted by a
majority of »A2 54 <« votes, the votes of Member States being
weighted as provided for in Article 148 (2) of the Treaty. The chairman
shall not vote.

3. (a) The Commission shall adopt the proposed measures when they
are in accordance with the opinion of the Committee.

(b) Where the proposed measures are not in accordance with the
opinion of the Committee, or if no opinion is adopted, the
Commission shall without delay propose to the Council the
measures to be adopted. The Council shall act by a qualified
majority.

(c) If, within three months of the proposal being submitted to it, the
Council has not acted, the proposed measures shall be adopted by
the Commission.

Article 11

Without prejudice to Article 5 and not later than one year after expiry of
the period laid down in Article 14 (1) for implementation of this
Directive by the Member States, the Commission shall, on the basis of
the results of the latest scientific and technical research, submit to the
Council appropriate proposals establishing lists of permitted substances.

Article 12

1. If a Member State notes, on the basis of a substantiated
justification, that a cosmetic product, although complying with the
requirements of the Directive, represents a hazard to health, it may
provisionally prohibit the marketing of that product in its territory or
subject it to special conditions. It shall immediately inform the other
Member States and the Commission thereof, stating the grounds for its
decision.

vMi14
2. The Commission shall as soon as possible consult the Member
States concerned, following which it shall deliver its opinion without
delay and take the appropriate steps.

3. If the Commission is of the opinion that technical adaptations to
the Directive are necessary, such adaptations shall be adopted by either
the Commission or the Council in accordance with the procedure laid
down in Article 10. In that event, the Member State which has adopted
safeguard measures may maintain them until entry into force of the
adaptations.

Article 13

Precise reasons shall be stated for any individual measures placing a
restriction or ban on the marketing of cosmetic products taken pursuant
to this Directive. It shall be notified to the party concerned together with
particulars of the remedies available to him under the laws in force in
the Member States and of the time limits allowed for the exercise of
such remedies.

Article 14

1. Member States shall bring into force the provisions needed in order
to comply with this Directive within 18 months of its notification and
shall forthwith inform the Commission thereof.
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2. Member States may, however, for a period of 36 months from
notification of this Directive, authorize the marketing in their territory of
cosmetic products which do not conform to the requirements of the
Directive.

3. Member States shall ensure that the texts of such provisions of
national law as they adopt in the field governed by this Directive ate
communicated to the Commission.

Article 15

This Directive is addressed to the Member States.
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ANNEX 1

ILLUSTRATIVE LIST BY CATEGORY OF COSMETIC PRODUCTS

— Creams, emulsions, lotions, gels and oils for the skin (hands, face, feet, etc.).
— Face masks (with the exception of peeling products).

— Tinted bases (liquids, pastes, powders).

— Make-up powders, after-bath powders, hygienic powders, etc.

— Toilet soaps, deodorant soaps, etc.

— Perfumes, toilet waters and eau de Cologne.

— Bath and shower preparations (salts, foams, oils, gels, etc.).

— Depilatories.

— Deodorants and anti-perspirants.

— Hair care products:

— hair tints and bleaches,

— products for waving, straightening and fixing,

— setting products,

— cleansing products (lotions, powders, shampoos),

— conditioning products (lotions, creams, oils),

— hairdressing products (lotions, lacquers, brilliantines).

— Shaving products (creams, foams, lotions, etc.).

— Products for making up and removing makeup from the face and the eyes.
— Products intended for application to the lips.

— Products for care of the teeth and the mouth.

— Products for nail care and make-up.
— Products for external intimate hygiene.
— Sunbathing products.

— Products for tanning without sun.

— Skin-whitening products.

— Anti-wrinkle products.
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ANNEX 11

List of substances which must not form part of the composition of cosmetic

products

. N-5-Chlorobenzoxazol-2-ylacetamide

. M3 2-Acetoxyethyltrimethylammonium hydroxide (acetylcholine) and
its salts <«

3. Deanol aceglumate™ (")

W

O 0 3 O

10.
11.
12.
13.
14.
15.
16.
17.
18.
19.
20.
21.

22.
23.
24.
25.
26.
27.
28.
29.
30.
31.
32.
33.
34.

35.
36.
37.
38.
39.
40.

O

. Spironolactone*

. M3 [4-(4-Hydroxy-3-iodophenoxy)-3,5-diiodophenyl]acetic acid and its
salts <

. Methotrexate*

. Aminocaproic acid* and its salts

. Cinchophen*, its salts, derivatives and salts of these derivatives
. Thyropropic acid* and its salts

Trichloroacetic acid

Aconitum napellus L. (leaves, roots and galenical preparations)
Aconitine (principal alkaloid of Aconitum napellus L.) and its salts
Adonis vernalis L. and its preparations

Epinephrine*

Rauwolfia serpentina alkaloids and their salts

Alkyne alcohols, their esters, ethers and salts

Isoprenaline*

Allyl isothiocyanate

Alloclamide* and its salts

Nalorphine*, its salts and ethers

Sympathicomimetic amines acting on the central nervous system: any
substance contained in the first list of medicaments which are subject to
medical prescription and are referred to in resolution AP (69) 2 of the
Council of Europe

Aniline, its salts and its halogenated and sulphonated derivatives
Betoxycaine* and its salts

Zoxazolamine*

Procainamide*, its salts and derivatives

Benzidine

Tuaminoheptane*, its isomers and salts

Octodrine* and its salts

» M3 2-Amino-1,2-bis(4-methoxyphenyl)ethanol and its salts <«
1,3-dimethylpentylamine and its salts

4-Aminosalicylic acid and its salts

Toluidines, their isomers, salts and halogenated and sulphonated derivatives
Xylidines, their isomers, salts and halogenated and sulphonated derivatives

» M3 Imperatorin (9-(3-methoxylbut-2-enyloxy)furo[3,2-g]chromen-7-
one) <«

Ammi majus and its galenical preparations
2,3-Dichloro-2-methylbutane

Substances with androgenic effect
Anthracene oil

Antibiotics PM17 —————  «

Antimony and its compounds

In this Directive, names followed by an asterisk are those published in ‘Computer print-

out 1975, International Non-proprietary Names (INN) for pharmaceutical products, Lists
1-33 of proposed INN’, WHO, Geneva, August 1975.
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41.
42.

43.
44,
45.

46.

47.
48.
49.
50.

51.
52.
53.
54.
55.
56.
57.
58.
59.
60.
6l.
62.
63.
64.
65.
66.
67.
68.
69.
70.
71.
72.
73.
74.
75.
76.
77.
78.
79.
80.
81.

82.
83.
84.
85.
86.
87.
88.

Apocynum cannabinum L. and its preparations

»M3 Apomorphine (R 5,6,6a  7-tetrahydro-6-methyl-4 H-dibenzo
[de,g]quinoline-10,11-diol) and its salts <

Arsenic and its compounds
Atropa belladonna L. and its preparations

Atropine, its salts and derivatives

Barium salts, with the exception of barium sulphate, barium sulphide under
the conditions laid down in Annex III, Part 1, and lakes, salts and pigments
prepared from the colouring agents listed with the reference (°) in Annex III,
Part 2 and Annex 1V, Part 2.

Benzene
» M3 Benzimidazol-2(3H)-one <
» M3 Benzazepines and benzodiazepines <

» M3 1-Dimethylaminomethyl-1-methylpropyl benzoate (amylocaine) and
its salts <«

» M3 2,2,6-Trimethyl-4-piperidyl benzoate (benzamine) and its salts <«
» M3 Isocarboxazid* <
Bendroflumethiazide* and its derivatives
Beryllium and its compounds

Bromine, elemental

Bretylium tosilate*

Carbromal*

Bromisoval*

Brompheniramine* and its salts
Benzilonium bromide*

Tetrylammonium bromide*

Brucine

Tetracaine® and its salts

Mofebutazone*

Tolbutamide*

Carbutamide*

Phenylbutazone*

Cadmium and its compounds
Cantharides, Cantharis vesicatoria
(1R,25)-Hexahydro-1,2-dimethyl-3,6-epoxyphthalic anhydride (cantharidin)
Phenprobamate*

» M3 Nitroderivatives of carbazole <
Carbon disulphide

Catalase

Cephaeline and its salts

Chenopodium ambrosioides (essential oil)
2,2,2-Trichloroethane-1,1-diol

Chlorine

Chlorpropamide*

» M3 Diphenoxylate* hydrochloride <«

4-Phenylazophenylene-1,3-diamine citrate hydrochloride (chrysoidine
citrate hydrochloride)

Chlorzoxazone*

2-Chloro-6-methylpyrimidin-4-yldimethylamine (crimidine-ISO)
Chlorprothixene* and its salts

Clofenamide*

» M3 N,N-bis(2-chloroethyl)methylamine N-oxide and its salts <
Chlormethine* and its salts

Cyclophosphamide* and its salts
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89.
90.
91.
92.
93.

94.
95.

96.

97.

98.

99.
100.
101.
102.
103.
104.
105.
106.
107.
108.
109.
110.
111.
112.

113.
114.
115.
116.
117.
118.
119.
120.

121.

122.
123.
124.

125.
126.
127.
128.
129.
130.
131.
132.

133.
134.
135.

136.

Mannomustine* and its salts
Butanilicaine* and its salts
» M3 Chlormezanone* <«
Triparanol*

2-[2(4-Chiorophenyl)-2-phenylacetyl] indane-1,3-dione (chlorophacinone-
ISO)

Chlorphenoxamine*

» M3 2-[2-(4-Chlorophenyl)-2-phenylacetyl]indan 1,3-dione (chlorophaci-
none - ISO) «

Chloroethane

Chromium; chromic acid and its salts

Claviceps purpurea Tul., its alkaloids and galenical preparations
Conium maculatum L. (fruit, powder, galenical preparations)
Glycyclamide*

Cobalt benzenesulphonate

Colchicine, its salts and derivatives

Colchicoside and its derivatives

Golchicum autumnale L. and its galenical preparations
Convallatoxin

Anamirta cocculus L. (fruit)

Croton tiglium (oil)

1-Butyl-3-(N-crotonoylsulphanilyl)urea

Curare and curarine

Synthetic curarizants

Hydrogen cyanide and its salts

» M3 2-o-Cyclohexylbenzyl(N,N,N', N’ -tetraethyl)trimethylenediamine
(phenetamine) <«

Cyclomenol* and its salts

Sodium hexacyclonate*

Hexapropymate*

Dextropropoxyphene*

» M3 O,0'-Diacetyl-N-allyl-N-normorphine <«
Pipazetate* and its salts

» M3 5-(af-Dibromophenethyl)-5-methylhydantoin <

» M3 N,N'-Pentamethylenebis (trimethylammonium salts), e.g. penta-
methonium bromide* <«

» M3 N,N'-[(Methylimino)diethylene]bis(ethyldimethylammonium) salts,
e.g. azamethonium bromide* <«

Cyclarbamate*
Clofenotane* DDT (ISO)

» M3 N,N'-Hexamethylenebis(trimethylammonium) salts, e.g. hexametho-
nium bromide* <«

Dichloroethanes (ethylene chlorides)

Dichloroethylenes (acetylene chlorides)

Lysergide* and its salts

» M3 2-Diethylaminoethyl-3-hydroxy-4-phenylbenzoate and its salts <«
Cinchocaine* and its salts

3-Diethylaminopropyl cinnamate

» M3 O,0"-Diethyl O-4-nitrophenyl phosphorothioate (parathion-1SO) <«

» M3 [Oxalylbisiminoethylene)]bis[(o-chlorobenzyl)diethylammonium
salts], e.g. ambenomium cloride* <«

Methyprylon* and its salts
Digitaline and all heterosides of Digitalis purpurea L.

7-[2-Hydroxy-3-(2-hydroxyethyl-N-methylamino)propyl]theophylline
(xanthinol)

Dioxethedrin* and its salts
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137.
138.
139.
140.
141.
142.
143.

144.
145.
146.
147.
148.
149.
150.
151.
152.
153.
154.
155.
156.

157.
158.
159.
160.
161.
162.
163.
164.
165.
166.
167.

168.
169.
170.
171.
172.
173.
174.
175.
176.
177.

178.

179.
180.
181.
182.
183.
184.
185.
186.

Piprocurarium*
Propyphenazone*
Tetrabenazine* and its salts
Captodiame*
Mefeclorazine* and its salts
Dimethylamine

» M3 1,1-Bis(dimethylaminomethyl)propyl benzoate (amydricaine,
alypine) and its salts <«

Methapyrilene* and its salts
Metamfepramone* and its salts
Amitriptyline* and its salts
Metformin* and its salts
Isosorbide dinitrate*
Malononitrile

Succinonitrile

Dinitrophenol isomers
Inproquone*

Dimevamide* and its salts
Diphenylpyraline* and its salts
Sulfinpyrazone*

» M3 N-(3-Carbamoyl-3,3-diphenylpropyl)-N, N-diisopropylmethyl-ammo-
nium salts, e.g. isopropamide iodide* <«

Benactyzine*

Benzatropine* and its salts

Cyclizine* and its salts

» M3 5,5-Diphenyl-4-imidazolidone <
Probenecid*

Disulfiram* thiram (ISO)

Emetine, its salts and derivatives
Ephedrine and its salts

Oxanamide* and its derivatives

Eserine or physostigmine and its salts

Esters of 4-aminobenzoic acid, with the free amino group, with the
exception of that given in M9 Annex VII, Part 2 «

Choline salts and their esters, e.g. choline chloride
Caramiphen* and its salts

Diethyl 4-nitrophenyl phosphate
Metethoheptazine* and its salts

Oxpheneridine* and its salts

Ethoheptazine* and its salts

Metheptazine* and its salts

Methylphenidate* and its salts

Doxylamine* and its salts

Tolboxane*
4-Benzyloxyphenol, 4-methoxyphenol and 4-ethoxyphenol

Parethoxycaine* and its salts
Fenozolone*

Glutethimide* and its salts
Ethylene oxide

Bemegride* and its salts
Valnoctamide*

Haloperidol*

Paramethasone*
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VB
B 187. Fluanisone*
188. Trifluperidol*
189. Fluoresone*
190. Fluorouracil*
VM3
191. Hydrofluoric acid, its normal salts, its complexes and hydrofluorides with
the exception of those given in Annex III, Part 1
vB
192. Furfuryltrimethylammonium salts, e.g. furtrethonium iodide*
193. Galantamine*
194. Progestogens, »M17 ———— «
195. 1,2,3,4,5,6-Hexachlorocyclohexane (BHC-ISO)
196. » M3 (1R,45,5R,85)-1,2,3,4,10,10-Hexachloro-6,7-epoxy-
1,4,4a,5,6,7,8,8a-octahydro-1,4:5,8-dimethano-naphthalene (endrin-
ISO) «
197. Hexachloroethane
198. (1R,4S,5R,85)-1,2,3,4,10,10-Hexachloro-1,4,4a,5,8,8a-hexahydro-1,4:5,8-
dimethano-naphthalene (isodrin-1SO)
199. Hydrastine, hydrastinine and their salts
200. Hydrazides and their salts
201. Hydrazine, its derivatives and their salts
202. Octamoxin* and its salts
203. Warfarin* and its salts
204. »M3 Ethyl bis(4-hydroxy-2-oxo-1-benzopyran-3-yl) acetate and salts of
the acid «
205. Methocarbamol*
206. Propatylnitrate*
207. »M3 4,4'-Dihydroxy-3,3'-(3-methylthiopropylidene) dicoumarin <
208. Fenadiazole*
209. Nitroxoline* and its salts
210. Hyoscyamine, its salts and derivatives
211. Hyoscyamus niger L. (leaves, seeds, powder and galenical preparations)
212. Pemoline* and its salts
213. lodine
214. »M3 Decamethylenebis(trimethylammonium) salts, e.g. decamethonium
bromide <«
215. Ipecacuanha (Cephaelis ipecacuanha Brot. and related species) (roots,
powder and galenical preparations)
216. (2-Isopropylpent.4-enoyl)urea (apronalide)
217. »M3 o-Santonin [(3S,5aR,9bS5)-3,3a,4,5,5a,9b-hexahydro-3,5a,9-
trimethylnaphto [1,2-b] furan-2,8-dione] <«
218. Lobelia inflata L. and its galenical preparations
219. Lobeline* and its salts
220. Barbiturates
M1
221. Mercury and its compounds, except those special cases included »M18 in
Annex VI, Part 1 «
VB

222. 3,4,5-Trimethoxyphenethylamine and its salts

223. Metaldehyde

224. 2-(4-Allyl-2-methoxyphenoxy)-N, N-diethylacetamide and its salts
225. Coumetarol*

226. Dextromethorphan* and its salts

227. 2-Methyiheptylamine and its salts

228. Isometheptene® and its salts

229. Mecamylamine*

230. Guaifenesin*

231. Dicoumarol*
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232.
233.
234,

235.
236.
237.
238.
239.
240.
241.
242.
243.
244.
245.
246.
247.
248.
249.
250.
251.
252.
253.
254.
255.
256.
257.
258.
159.
260.
261.
262.
263.
264.
265.
266.
267.

268.

269.
270.
271.
272.
273.
274.
275.
276.
277.
278.
279.
280.
281.
282.

Phenmetrazine*, its derivatives and salts
Thiamazole*

» M3 3,4-Dihydro-2-methoxy-2-methyl-4-phenyl-2H,5H-pyrano  [3,2-c]-
[1] benzopyran-5-one (cyclocoumarol) <«

Carisoprodol*

Meprobamate*

Tefazoline* and its salts

Arecoline

Poldine metilsulfate*

Hydroxyzine*

2-Naphthol

1-and 2-Naphthylamines and their salts

» M3 3-(1-Naphthyl)-4-hydroxycoumarin <«
Naphazoline* and its salts

Neostigmine and its salts (e.g. neostigmine bromide*)
Nicotine and its salts

Amyl nitrites

Inorganic nitrites, with the exception of sodium nitrite
Nitrobenzene

Nitrocresols and their alkali metal salts
Nitrofurantoin*

Furazolidone*

Propane-1,2,3-triyl trinitrate

Acenocoumarol*®

Alkali pentacyanonitrosylferrate (2-)
Nitrostilbenes, their homologues and their derivatives
Noradrenaline and its salts

Noscapine* and its salts

Guanethidine* and its salts

Oestrogens, »M15 —— «
Oleandrin

Chlortalidone*

Pelletierine and its salts

Pentachloroethane

Pentaerithrityl tetranitrate*

Petrichloral*

Octamylamine* and its salts
Picric acid

Phenacemide*

Difendoxazine*

» M3 2-Phenylindan-1,3-dione (phenindione) <
Ethylphenacemide*

Phenprocoumon*

Fenyramidol*

Triamterene* and its salts

» M3 Tetraethyl pyrophosphate; TEPP (ISO) <«
Tritolyl phosphate

Psilocybine*

Phosphorus and metal phosphides

Thalidomide* and its salts

Physostigma venenosum Balf.

Picrotoxin
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283.
284.

285.
286.
287.
288.
289.

290.
291.
292.
293.
294.
295.
296.

297.

298.
299.
300.
301.
302.
303.
304.
305.
306.

307.

308.
309.
310.
311.
312.
313.
314.
315.
316.
317.
318.
319.
320.

321.

322

Q)

Pilocarpine and its salts

» M3 a-Piperidin-2-ylbenzyl acette (SIC! acetate) laevorotatory threoform
(levophacetoperane) and its salts <«

Pipradrol* and its salts
Azacyclonol* and its salts
Bietamiverine*
Butopiprine* and its salts

Lead and its »M17 compounds, with the exception of that mentioned in
Annex III, No 55 under the conditions stated <«

Conjine

Prunus laurocerasus L. (‘cherry laurel water’)

Metyrapone*

Radioactive substances (')

Juniperus sabina L. (leaves, essential oil and galenical preparations)
Hyoscine, its salts and derivatives

Gold salts

Selenium and its compounds with the exception of selenium disulphiele
under the conditions set out under reference No 49 in Annex Ill, Part 1

Solanum nigrum L. and its galenical preparations

Sparteine and its salts

Glucocorticoids

Datura stramonium L. and its galenical preparations
Strophantines, their aglucones and their respective derivatives
Strophantus species and their galenical preparations
Strychnine and its salts

Strychnos species and their galenical preparations

Narcotics, natural and synthetic: All substances listed in Tables I and II of
the single Convention on narcotic drugs signed in New York on 30 March
1961

» M3 Sulphonamides (sulphanilamide and its derivatives...) and their salts
obtained by substitution of one or more H-atoms of the -NH, groups) and
their salts <

Sultiame*

Neodymium and its salts

Thiotepa*

Pilocarpus jaborandi Holmes and its galenical preparations
Tellurium and its compounds

» M3 Xylometazoline* and its salts <«
Tetrachloroethylene

Carbon tetrachioride

Hexaethyl tetraphosphate

Thallium and its compounds

Thevetia neriifolia Juss., glycoside extract
Ethionamide*

Phenothiazine* and its compounds

Thiourea and its derivatives, with the exception of the one listed in Annex
11, Part 1

. Mephenesin* and its esters

The presence of natural radioactive substances and of radioactive substances caused by

artificial contamination from the environment is permitted, provided that the radioactive
substances are not enriched for the manufacture of cosmetic products and that their
concentration falls within the limits set in the Directive laying down the basic standards
for the protection of the health of workers and the general public against the dangers
arising from ionizing radiations (OJ No 11, 20. 2. 1959, p. 221/59).
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323. Vaccines, toxins or serums listed in the Annex to the second Council
Directive of 20 May 1975 on the approximation of provisions laid down by
law, regulation or administrative action relating to proprietary medicinal
products (OJ No L 147, 9. 6. 1975, p. 13)

324. Tranylcypromine* and its salts

325. Trichloronitromethane (chloropicrine)

326. 2,2,2-Tribromoethanol (tribromoethyl alcohol)
327. Trichiormethine* and its salts

328. Tretamine*

329. Gallamine triethiodide*

330. Urginea scilla Stern. and its galenical preparations
331. Veratrine, its salts and galenical preparations

332. Schoenocaulon olficinale Lind. (seeds and galenical preparations)
333. Veratrum Spp. and their preparations

334. Vinyl chloride monomer

335. Ergocalciferol* and cholecalciferol (vitamins D, and D,)
336. Salts of O-alkyldithiocarbonic acids

337. Yobimbine and its salts

338. Dimethyl sulfoxide*

339. Diphenhydramine* and its salts

340. 4-tert-Butylphenol

341. 4-tert-Butylpyrocatechol

342. Dihydrotachysterol

343. Dioxane

344. Morpholine and its salts

345. Pyretbrum album L. and its galenical preparations

346. »M3 2-[4-Methoxybenzyl-N-(2-pyridyl)amino]ethyldimethylamine
maleate <«

347. Tripelennamine*
348. Tetrachlorosalicylanilides
349. Dichlorosalicylanilides

350. Tetrabromosalicylanilides »M13 —  «
351. Dibromosalicylanilides, » M13 ——  «

352. Bithionol*

353. Thiuram monosulphides
354. Thiuram disulphides
355. Dimethylformamide
356. 4-Phenylbut-3-en-2-one

357. Benzoates of 4-hydroxy-3-methoxycinnamyl alcohol except for normal
content in natural essences used

VY M24
358. Furocoumarines (e.g. trioxysalan*, 8-methoxypsoralen, 5-methoxypsoralen)
except for normal content in natural essences used.

In sun protection and in bronzing products, furocoumarines shall be below 1
mg/kg.
359. Oil from the seeds of Laurus nobilis L.

360. Safrole except for normal content in the natural essences used and provided
the concentration does not exceed:

100 ppm in the finished product,

50 ppm in products for dental and oral hygiene, and provided that Safrole is
not present in toothpastes intended specifically for children

361. 5,5'-Di-isopropyl-2,2'-dimethylbiphenyl-4,4'-diyl dihypoiodite
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362. 3'-Ethyl-5',6',7',8'-tetrahydro-5',5",8',8'-tetramethyl-2'"-acetonaphthone or 7-
acetyl-6-ethyl-1,1,4,4-tetramethyl-1,2,3,4-tetrahydronaphtalen

363. O-phenylenediamine and its salts

364. 4-methyl-m-phenylenediamine and its salts.

365. Aristolochic acid and its salts; Aristolochia spp. and their preparations

366. Chloroform

367. 2,3,7,8-Tetra chlorodibenzo-p-dioxin

368. 2,6-Dimethyl-1,3-dioxan-4-yl acetate (Dimethoxane)
369. Pyrithione sodium (INNM)

370. N-(Trichloromethylthio)-4-cyclohexene-1,2-dicarboximide (captan)
371. 2,2'-Dihydroxy-3,3',5,5',6,6'-hexachlorodiphenylmethane (hexachlorophene)

372. 6-(Piperidinyl)-2,4-pyrimidinediamine 3-oxide (minoxidil) and its salts
373. 3,4',5-Tribromosalicylanilide
374. Phytolacca spp. and their preparations

VYM13
375. Tretinoin (retinoic acid and its salts)

376. 1-Methoxy-2,4-diaminobenzene  (2,4-diaminoanisole - CI  76050)
»M17 and their salts <«

377. 1-Methoxy-2,5-diaminobenzene (2,5-diaminoanisole) »M17 and their
salts <

378. Colouring agent CI 12140

379. Colouring agent CI 26105

380. Colouring agent CI 42555
Colouring agent CI 42555-1
Colouring agent CI 42555-2

VYM15
381. Amyl 4-dimethylaminobenzoate, mixed isomers (Padimate A (INN))

382. Benzoyl peroxide
383. 2-Amino.4-nitrophenol
384. 2-Amino-5-nitrophenol

YyMm17
385. 11 a-Hydroxypregn-4-ene-3,20-dione and its esters

VY M32
385. 1la-Hydroxypregn-4-ene-3, 20-dione) and its esters

386. Colouring agent C.I. 42 640

YM17
387. Colouring agent CI 13 065

388. Colouring agent CI 42 535
389. Colouring agent CI 61 554
VY M32

390. Anti-androgens of steroidal structure

391. Zirconium and its compounds, with the exception of the substances listed
under reference number 50 in Annex III, Part One, and the zirconium lakes,
pigments or salts of the colouring agents listed in Annex IV, Part One, with
reference number 3
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vM32
393. Acetonitrile
394. Tetrahydrozoline and its salts
vMmis

395. Hydroxy-8-quinoline and its sulphate, except for the uses provided for in No
51 in Annex III, Part 1

396. Dithio-2,2-bispyridine-dioxide 1,1' (additive with trihydrated magnesium
sulphate) - (pyrithione disulphide + magnesium sulphate)
397. Colouring agent CI 12075 and its lakes, pigments and salts
398. Colouring agent CI 45170 and CI 45170:1
399. Lidocaine
v M20
400. 1,2-epoxybutane
401. Colouring agent CI 15585
402. Strontium lactate
403. Strontium nitrate
404. Strontium polycarboxylate
405. Pramocaine
406. 4-ethoxy-m-phenylenediamine and its salts
407. 2,4-diaminophenylethanol and its salts
408. Catechol
409. Pyrogallol
410. Nitrosamines
411. Secondary dialkanolamines
vM22
412. 4-Amino-2-nitrophenol
vM23
413. 2-Methyl-m-phenylenediamine
vM24
414. 4-tert-Butyl-3-methoxy-2,6-dinitrotoluene (Musk Ambrette)
v M28

VY M24
416. Cells, tissues or products of human origin

417. 3,3-Bis(4-hydroxyphenyl)phthalide (Phenolphthalein*)
VY M25
418. 3-Imidazol-4-ylacrylic acid and its ethyl ester (urocanic acid)
VY M29
419. (a) the skull, including the brain and eyes, tonsils and spinal cord of:
— bovine animals aged 12 months,
— ovine and caprine animals which are aged over 12 months or have a
permanent incissor tooth erupted through the gum;

(b) the spleens of ovine and caprine animals and ingredients derived
therefrom.

However, tallow derivatives may be used provided that the following
methods have been used and strictly certified by the producer:
v M31
— Transesterification or hydrolysis at at least 200 °C and at an
appropriate corresponding pressure, for 20 minutes (glycerol, fatty
acids and fatty acid esters),

v M29
— Saponification with NaOH 12M (glycerol and soap):
— Batch process: at 95 °C for three hours
or
— Continuous process: at 140 °C, two bars (2 000 hPa) for eight
minutes or equivalent conditions.

VY M28
420. Crude and refined coal tars

VY M30
421. 1,1,3,3,5,-Pentamethyl-4,6-dinitroindane (moskene)

422. 5-tert-Butyl-1,2,3-trimethyl-4,6-dinitrobenzene (musk tibetene).



24

002.001

1976L0768 — EN — 23.06.2000

T1oM asury (q)

93k jo s1eok ¢ 1opun udIp[IYO

93k Jo sIeok ¢ Iopun UdIP[IYO

(proe
ou0q se sseuyssew £q) 9%, 8 (q)

(proe

syonpoid Suirem 1rey (q)

Surpeq Jo pasn 2q 03 JoN (B) | IoJ syonpoid ur pasn 9q 03 JoN (8) | ouoq se ssewyssewr Aq) o, Q1 (B) syonpoid yeg (&) sojeIOqena ] q1
(p1o® o110q Sk ssew/ssew £q) 9, 61
SPAd0Xd $9JBI0Q 9[qN[OS I} JO
unp[s poJEILLI | UOHBNUIIUOD U} JI UD[S PIJBILLI
10 Suread uo posn oq 0} 0N ‘g | Jo Suread uo posn 9q 03 JON ‘T (sonpoid
o3e jo s1eak ¢ 1opun 93e Jo s1eok ¢ Iopun uIP[IYO J0jJ (proe | Suiaem ey  pue  sjonpoid
UQIpP[IYo 10 pasn aq 03 0N ‘1 (0) | sionpoid ur pasn oq 03 0N ‘[ (0) | ouoq se sseuyssewr £q) o, ¢ (9) | yreq Surpnjoxa) syonpoid 1oyQ (0)
oFe Jo sieok ¢
1opUn SIS 10§ past 9q 03 10N "T o3 Jo SsI1BOA ¢ Iopun UAIP[IYD I0J (proe
pamoqrems 9q 03 JoN ‘1 (q) | sionpoid ur pesn 2q 03 JoN ‘T (q) | ouoq se ssewyssewr £q) % 1°0 (q) JuQI3AY (e 10J syonpoid (q)
(p1o® o110q Sk ssew/ssew Aq) 9, 61
SPJ0Xd $9IBI0Q 9[qN[OS I JO
uDp[S PoOJEILLI | UOHBIUIIUOD Y} JI UD[S PIJBILLI
10 Suread uo pasn oq 0} jJoN ‘7 | 1o Suread uo pasn oq 03 JON ‘T
a3k jo s1eak ¢ 1opun a3k Jo s1eak ¢ I9pun UAIP[IYD 10 (proe sojeI
UQIpP[IYo 10 pasn aq 03 0N ‘| (8) | sonpoid ur pasn oq 03 0N ‘[ (8) | ouoq se ssewyssewr £q) o, S (B) olel (e) | -0qend) pue sojeIoq ‘proe dlog el
qd el a o] dq v
jonpoid o1wWIs0d paysiuly oy}
o€ o wo pound oq Jsnuu sjudWAIINbAI pue SUOHEBIIWI| JOYIO Ul UOBIUSOUOD PAZLIOYING WIUITXE]Y asn 1o/pue uoneorjdde jo prorg soquinu
YoIym sSuruIem pue asn Jo suonIpuo)) oouBISqns QOUAIJY

SUOT)OLISY

NAOA dIV'T SNOILLIANOD ANV SNOILOIMLSIY FHL OL LOArdNS LdAJDXA N

I Ladvd

11T XANNYV

NOD LON LSO SLONdOdd DILLAINSOD HOITHM SAINVLSAAS 40 LSI'T

T€EIN A



25

002.001

1976L0768 — EN — 23.06.2000

% -0 () WNIPOS BPIWEIOYI[ASO, S
BIUOWIWE SUTRIUOD (0 7 9AOQY ‘HN Se paje[noes 9, 9 BIUOWIWY ¥
syfes
A[uo osn [euorssojoId 10, % S syonpoid ored Il | QuUI[Ed[E PUB SIS SY ‘PIOB OI[eX(Q ¢
tINA
SOAO[S J[qens JBOp\ —
Q0IApE [BOIpPOW
No9s pue 1dem  Jo  Audrd
UM A[OJBIPOWIWI JSULL ‘SAAQ
M JOBJUOD JO JUIAD dU) U] —
S92 TIIM JOBIUOD PIOAR — | PIOB OI[[OOA[SOIY) SB PajRINofed dIe
JORIUOD UIS JO JUOAD soSejuoorad pauonuowdroqe YL
A[uo osn [euorssajord 104 — | U UL UOWBZIISUSS asNed ABIN — | c<6 0y 9 jd osn 10§ Aprar of [ — asn [euorssojord —
:S90UQUAS SUIMO[[O) p d £ - s
UQIP[IYo JO yoeal jo o dooy] — om opesodicom AquosSnqo jsnur G‘6 01 9 Hd asn 10J Apear1 9, 8 osn [eIoUd
suononnsur ) MO[[od — | (s)eSenSue| [e101J0 IO [EUOTBU I} :syonpoxd
e[0oA[3o1y) sureyuo) — | ur dn umerp asn J0J SUOTIOIIP AL, SuruyySrens 1o Juiaem  IeH SI9)S9 PIoE OI[J0JA[3OIY ], qz
(A1uo (9)
ue (B)) S9AO[3 9[qeins IBop\ —
ua1p pue (e)) [o 9[qe) M proe aij0oK[Sory
-I1Yy9 Jo yorar jo no doay — 9olApe EM%EM se  pojenoed e soSe) woned
SUOLONISUT Y} MO[[O] — dloos put Ldpea - Jo Aol -uso1od  pauOnUAWIAAOE YL dd ;
1EI00KIS0M1 SUIEILO — ym %Bumwﬁoegm 9suLI Ny -1jdde J91Je paAOWAI dIe [OIyMm
TB[OIA[SOI} SULRIUOT UM 10BIU0D Jo JU9AD oy uf — | S°6 01 9 Hd osn 1oy Apeor o 7 — | swnpoid  emeo-ney  1YIQ ()
{2) pue (q) 942 I 1OBIUOD PIOAY — | <71 0) , Hd osn 10y Apear o ¢ — souojerido (q)
Auo osn [euorssojoid 104 — :SOSUQUAS FUIMO[[0] ‘6 01 £ Hd osn 1oy Apeor oy | — asn [euorssojord —
uaIp oy djerodioour AJ1103e31qo Isnuwa ’
-[yo JO yoea1 jo no dody — (s)oSensuey [eroyyo 1o [euoneu oyl | S°6 03 L Hd osn 10§ Apear o, § — asn [e1oud8 —
SUOIONISUT A7) MO[[O] — ur dn UMBIp 9SN 10§ SUOLODIIP Y, :syonpoxd
de[0dA[3o1y) sureyuo) — :(e) :(9) (9) (®) SutuoyySrens 10 Suirem IieH (e) S)[es S} pue proe o1[0dA[Sory ], |14
TN A
qd q a o] dq v
jonpoid o1oWwIs0d paysiuly oy}
1oqe] a4 w0 poyunid 0q Jsnu sjuawaIINbal pue suOnEBIIWI| JOYIO Ul UOHBIUSOUOD PAZLIOYING UNUITXEy asn 1o/pue uoneorjdde jo prorg — soquinu
YoIym sTuTUIEM PUE SN JO SUOTIIPUO)) Q0UIRJY

SUOTIOLISY

TEIN A



1976L0768 — EN — 23.06.2000 — 002.001 — 26

» 'SoA0[3
S|qeins TeoM TTN «

P ——— 0N«
‘uonoeal JIFIo[E Uo 9sned ue)
‘sourwreIpoud[Auayd  surejuo)
‘Aluo  osn  peuorssojoid 104 (q)

SMO0IQoKD

10 soyse[oko oAp 03} osn jou

o( ‘seurwerpaud[Auayd surejuo))

p——— 0N«
"uonoBAI OI3Id[[B UB 9sned ue)) (e)

asn [euoissajoid (q)

asn [e1ouad ()

p [l XOUUY UI $9¢ ON 9oueISqns
Jo uondoxa oy ym(,) syes oy

SuIeAp | puB SOATNBALIOP PAIMIIISqNS-p 1Y}
oseq 99Ij Se PIje[noed o, 0] | Irey 1oy sjueFe Junmojoo SuIzIprxQ ‘SOUTWRIPIUSAUSYAIAYION SIN « 6
p 'SOA0[3
dlqeyms Teo\ TTIN «
P —— TN«
'uonoeal JISIS[[e UB 9sned ue))
‘soutweIpaud[Auayd  surejuo)
‘Afluo  asn  [euorssajord 104 (q) asn TeuorssajoId (q)
SMOIQAAD
10 soyse[oke 9Ap 03 osn jou
o ‘saurwerpaudAuayd surejuo
a V tpausIAuaY cNHEMu » (,) sourwerpausAuoyd
‘uonoeal JISI9[e Ue Isned ue) (e) asn [eroudd (e) -m JO SSAQEALISP peamnsqns
-N ‘S}[ES JIoU}) pUB SOATIBALIDP
urekp paInsqns-y 1oy} ‘sour
oseq 991) Se PAJR[NO[ed 9, 9 | Jiey Joy syuade SuLno[od uizipix() | -eipausjAusyd-d pue -w S\ o 8
(% G¢ Pa99X9d jou jsnuwu
JUQJUOD | UONJBIIUIOUOD [€)0} ‘QUBYIO0IO[YILT)
Aundwr  wnwrxew se o, 7.0 | -[1°] UMM PaxXIW udym) o, S¢ QUBYIOWOIO[YII] L
% € (@) sasn 1oy1Q (q)
% S (®) Jsedyjoo], (e) S[ejoul I[ey[e Jo sajeIoy) 9
d q a o) q v
«oswo‘mm J)WIS0d paysiuly ay)
1oqe] a4 w0 poyunid 0q Jsnu sjuawaIINbal pue suOnEBIIWI| JOYIO Ul UOHBIUSOUOD PAZLIOYING UNUITXEy asn 1o/pue uoneorjdde jo prorg omsen soquinu
YoIym sTuTUIEM PUE SN JO SUOTIIPUO)) sqns QIUAIYY

SUOTIOLISY




27

1976L0768 — EN — 23.06.2000 — 002.001

‘(¢) OpAyop[euLIo} sureyuo))

‘[I0 IO 9SBAIS TIM SO[ONND 0901 opAyop[ewIoy Se Paje[nofed o, ¢ SIoUApIRY [IeN opAyoprewIoj €1 L
tINA
paseaar 10 juasaxd ‘O°H Jo % 1°0 syonpoid suaISAy [e10 (p)
WOy} YIM JOBJU0D
ol sawoo jonpoid Jr A[ojerpaurur
osury seko M JOBJUOD  PIOAY paseajar 1o juasaid ‘O°H Jo 9% ¢ suonjeredoxd Surtuopiey [reN (9)
-oprxo1ad uaSoIpAy surejuo)) oprxorod ourz
. (P ~ pue oprxo1ad oprweqies Juipnjour
:(9) () paseajar 10 juasaid ‘O°H Jo o, suoneredard a1eo-unyg (q) ‘oprxosad woSoIpky Seeopd
» SoA0[S pasesja1 10 jussoid jeyy  samyxtw Jo - spunodurod
J1qemns 1eap (B) TTIN <« ‘sswmpor o) ‘OH JO % zI suoneredard oxeo-mey (e) | 1oyjo pue  ‘oprxorod ua3oIpAH 71
0TIN A
% S0 () usydoopyarq 11
C(INA
p 'SoA0[3
d[qeyms TeoM TTIN <
P ——— 0TI«
"uonoeal o110 asnes
ue) ‘sjousydouruerp Ssurejuo))
‘Aluo  asn  teuorssejoid 104 (q) asn TeuorssojoId (q)
SMO0IQoKd
10 soyse[oko 9Ap 03} osn jou
o@ ‘sjousydourwerp sureuo))
p———— 0N«
"uonoBAI OI13I9[[B Ue 9sned ue) (e) asn [e1ouad ()
Surekp
9seq 991J St Paje[nofed 9, (o] | Jrey Joj syudde Surnojoo JuIZiprxQ (,) sjousydouruerq 01
qd q a o] dq v
jonpoid o1oWwIs0d paysiuly oy}
[oqer a3 uo pajurnid oq Isnur suawImbaI puv SuoREIw] RO Ul UOIIBIJUIOUOD PIZLIOYINE WNWIXBIA asn to/pue vopeaydde jo protg Joquinu
YoIym sTuTUIEM PUE SN JO SUOTIIPUO)) ouBISqnS Q0UIRJY

SUOTIOLISY




28

1976L0768 — EN — 23.06.2000 — 002.001

S9Kd JIM JOBIUOD PIOAY

"UQIp[IYo JOo yoear jo no dooy (9)

‘ssaupuI[q
asned ue) 'soke Ym  JOBIU0D

PIOAY “AJuo asn [euolssojoid 10 -

UAIP[IYD JO YoeaI jo jno doay]
'SSQUpUI[q 9sned Ue) 'S YIM

JOBJUOD  PIOAY I[EY[B  SUIBUOD) ']

UQIP[IYd JO yoeal jo no dooy]
‘SSQUpUI[Q 9sNBDd UBD) "SOAd yum

11 Hd 01 dn ()

L2l Hd o1 dn (9)

(,) ySrom £q 9 Sy T

() WS1om £q % 7 1
(@

1snfpe Hd se sasn 1otpQ (p)
sauoje[idop —

1snlpe Hd (o)

asn [BUOISSAOI T

asn [e1ousn) |

Joudyy3rens ney (q)

JOBJUOD PIOAY ‘I[ey[e surejuo)) (&) (,) WSrom £q o, G () JUSAOS I[N [reN (e) OPIX0IPAY WNIPOS IO WNISSBIO] BG
STN A
> ——— IEN« (@) p— IfIN« P ——— I« (@ P ——— ItIN«
woyy
)M J0BIUOD OJUl Sowod jonpoid
AU J1 A[9jeIpawIll SOAD d} sury
suournboipAy surejuo))
AJuo osn euorssajord 104 - asn [BUOISSJOIJ T
suournboipAy surejuo))
WAy
)M J0BIUOD OJUI SOWO0d 1onpoid
Y J1 A[ojeIpawutl S99 oy} asury
SMOIQAQ
1O SOUISePakd 9Ap 01 osn jou o | asn [eIoUdD) |
:Surekp-1rey
> % €0 TSN« | 10§ Judge Suumojod SwiziprxQ (&) () suoumboipAy 4!
SIN A
qd q a o] dq v
jonpoid o1oWwIs0d paysiuly oy}
1oqe] a4 w0 poyunid 0q Jsnu sjuawaIINbal pue suOnEBIIWI| JOYIO Ul UOHBIUSOUOD PAZLIOYING UNUITXEy asn 1o/pue uoneorjdde jo prorg — soquinu
YoIym sTuTUIEM PUE SN JO SUOTIIPUO)) QIUAIYY

SUOTIOLISY




29

002.001

1976L0768 — EN — 23.06.2000

oseq
ourumb se pojenores o, 7o (q)

suonof Jiey (q)

aseq
ouruinb se pajenoed o, G0 (e) sooduwreys () sjfes sj1 pue auruing) 1z
>
0TIN <«
[ouayd sureyuo)) [ouayd se paje[nored 9, | soodweys pue sdeog sjes I[ey[e S} pue [oudyqd 61
% €0 10MqIyul Isny QUBIOWONIN 81
sourwuresonIu JuruLIof
soouBISQNS IAYI0 10 SAUIE AIe1)Io)
10/pue AIepuodds Uyjm osn jou o % 20 103IqIUUI ISy QJLIIU WNIPOS Ll
[oydeu-n sureyuo)) % S0 SuraAp Irey 103 Juae 3urnojo) [oydeu-n 91
N A
sasn 10410 (q)
“USIP[IYD JO YOBaI JO jes auIpruens & pue opIxoIpAy
no dody "SSaUpUI[q ISNBD UB)) "SIAD wned  :sjuouodwod  om)
[}IM JOBJUOD PIOAY ‘I[BY[B SUIBIUOD) 9pIX0IpAY wnIofed Jysrom Aq 9o, £ | Jumureyuod siouoyy3iens JIiey () 9PIX0IPAY wnIofe) bla |
sasn 10410 (q)
ssaupul|q
osned uUe) SOAQ M JOBIUOD
pIoAy “Auo asn euoissajoid 10 ‘7 (;) WSom £q % 54 T osn [euoIss?JoId ‘7
UQIP[IYd Jo yoear jo no dooy]
'SSOUPUI[Q 9SNBD UBD "SOAd YIIm
JOBJUOD PIOAY ‘I[BY[B SUIBUOD "] () WSom Aq o 7 '] asn [BIOUAD) |
1ouoySrens ey (e) OPIXOIPAY W] qs1
qd q a o] dq v
jonpoid o1oWwIs0d paysiuly oy}
1oqe] a4 w0 poyunid 0q Jsnu sjuawaIINbal pue suOnEBIIWI| JOYIO Ul UOHBIUSOUOD PAZLIOYING UNUITXEy asn 1o/pue uoneorjdde jo prorg omsen soquinu
YoIym sTuTUIEM PUE SN JO SUOTIIPUO)) UEISqns QIUAIYY

SUOTIOLISY

STIN A



30

002.001

1976L0768 — EN — 23.06.2000

% G1°0 PI99Xd jou
1SNUW UONBIUIIUOD J [BJ0) ‘Xouuy
sy 1opun papruued  spunodwod

dreydsoyd suLon[y  I9YO  Yum  paxIwu
-0ION[JOUOW  WNIUOWWE SUIBIU0)) UM\ Se PpAlR[No[Ed 9% G0 syonpoid auaI3Ay 10 eydsoydoronjyouowr wnIpos 9T
doue)sqns suono[ Juagurnse
SoKd )IM JOBIUOD PIOAY snoIpAyue Jo o, se pajenofed o, 9 | pue sjuendsiodpue ‘syueiopooq | Sreuoydns dULZUSGAXOIPAY- JUIZ ST
quoryAd
ouiz  pue  ojeuoyd[nsoudzuoq
-Ax01pAy-f outiz jo uondaoxo
OUIZ SB PIJE[NOTEDd 9 | oU) YIM S)[BS OUIZ J[qNJOS-TJBAN $T
SOAQ TIIM JOBIUOD PIOAY L7271 = Hd
UIP[IYO Jo yoear jo o dody (q) mydms se pajemored o, 9 (q) souoreqido (q) sopydns yues aureyy (q)
SOAQ 1M JOBIUOD PIOAY L71 = Hd
"UIp[IYd JO yoeal jo no dooy (e) mydns se pojenoed o, 7 (8) souoyeqido () sopydins 1eyy (e) €T
[ouro10sal sureyuo)) (q) % S0 (qQ) soodweys pue suono| 1ey (q)
woarp
M 10BIUOD 0Jul Sowod jonpord
JU A@orerpowwur - S9A9 asury
‘[OUIOIOSAI SUTBIUO))
‘A[uo  osn  [euorssojord 104 ‘7 osn [euorssojord g
wa
)M 10BIUOD OJul Sowod jonpord
JU A[ojerpowiwur - S9A9  asury
'SMO0IQKD 10 SOUSE[OAd 2Ap 0}
osn jou o ‘uoneordde 1aye [jom
IRy OSUrY ‘[OUIOIOSAI SUIBIUOD) ' osn [erouad |
SureAp Irey
(e) 9% ¢ (&) | 103 uoSe Juumojod JwzipixQ (e) () Touro10SOY w
qd q a o] dq v
«oswo‘um J)WIS0d paysiuly ay)
[oqer a3 uo pajurnid oq Isnur suawImbaI puv SuoREIw] RO Ul UOIIBIJUIOUOD PIZLIOYINE WNWIXBIA asn to/pue vopeaydde jo protg SoUBISAN Joquinu
YoIym sTuTUIEM PUE SN JO SUOTIIPUO)) UEISqns Q0UIRJY

SUOTIOLISY




31

1976L0768 — EN — 23.06.2000 — 002.001

opuonfy
WNIUOWNue-[AUadopejoo  Surejuo)) onq % S1°0 oniq opLION[J WNIUOWIUE-[AU209pEId0) 6¢
OpLION[JOIPAYIP opLIONn[joIp
suruerpausAdordjLoapexay-n-(aua] -Ayip osurwrerpaud[AdoidjAoopexay
-Apakxokjod)sin- N NN SUreuo) onda % S1°0 onq -N-(susjAypedxoLjod)sLi - N,NN 8¢
spuonyyip spuonyyip
wnIuowwe (JAy30AX0IpAY-7) WNTUOWWE (JAypeAx0IpAY
siqiAdord  (oruowrwe[AYIRAX0IPAY -0 siqiAdoxd (oruowrtue|
-C-N-1£09peXaH-N)-¢ sure)uo) oma % $1°0 omq | -AyeAxo1pAy-g-N-[£o9pexsH-N)-¢ LE
opuonfy
wnuounue  [A09pexay  Surejuo) omda % S1°0 omqg OpLION[J WNIUOWWE [AO9PBXIH 9¢
OpLION[J SNOUUB)S SUTBIUO)) omda % S1°0 ong opLION[} SnOuUe)S S¢
OpLION[} WNIUIWN[E SUIeuo)) omda % S1°0 ong opLION[} WNIUIWN]Y y€
opLION[} WNIUOWWE SUIBIU0)) onda % S1°0 onqg OpLION[} WNIUOWWY €€
opuonfy wnissejod surejuo)) onq % S1°0 oniqg opLIONn[j WNISSLI0 43
opLIonjj WnIpos surejuoy ond % S1°0 ona opuonjj wnipog Ie
opLION[J WNIO[ED SUTEIU0)) on % S1°0 oniq opLION[} WNIofe) 0¢
eyds
-oydojonjjouowr wWNId[Ed SUIBIUOD) omda % S1°0 ong ojeydsoydoionjjouowr wnio[e) 62
eyds
-oydoionyouow wnissejod sureyuo)) ona % S1°0 oniqg dyeydsoydoionjjouowr wnIsse}oq 8T
oeyds
-oydolonjjouowr wWNIPOS  SUILIUO)) onda % S1°0 oniq 9jeydsoydoonjjouowr wNIpog LT
qd q a o] dq v
jonpoid o1oWwIs0d paysiuly oy}
[oqer a3 uo pajurnid oq Isnur suawImbaI puv SuoREIw] RO Ul UOIBIUIUOD PIZLIOYINE WNWIXBIA asn to/pue vopeaydde jo protg SoUBISAN Ioquinu
YoIym sTuTUIEM PUE SN JO SUOTIIPUO)) sqns QIUAIYY

SUOTIOLISY




1976L0768 — EN — 23.06.2000 — 002.001 — 32

woy)
[IAM JOBIUOD OJUT SOW0d jonpoid
J1 A[oyerpowrwul soko oY) osury —

SMOIQAAQ pue SAUSB[oAd 3ulInojod

QJBNIU JOATIS SUIRIUOD) — % ¥ | 10} popudur syonpoid 10y A[o[0S QJBIIU IIAIS 8y

% S1°0 Pad9xd j0u

ISNW UOTJETUSOUO0D J [8)0} ‘Xouuy

sy 1opun paprutad  spunodwod

spuon SULIONJ IO UM PIXIW USYAN
-0IpAY  [OUBYIOWIOONT  SUTRIUO)) J se pajenares o, G1°0 syonpoxd suarSAy TeI0 OPLINJJOIPAT [OULJOUIOIN Ly
% €00°0 syonpoid suaI3Ay [e10 ULIBWNOO[AY)oUW-9 9%

sgur
-InoAe[} pue sownyiod ‘sjuoajog [oyoore [Azuog Sy
¥ ueyy ssof oq snw pardde
se jonpoxd oy jo Hd oyl (q)
QUOTI}-Z-oUIPT[OZEPTIILT (sAeids) s1os % T o dn (@ suoexedord are-reN (q) QUOTY)-Z-UIPT]
(1Ayyowikxo01pAy) s1q-¢‘]  sureyuo) | -uadsip [osorde ur payqryoid (e) % ¢ 0 dn (e) suoneredaid areo-1eH (e) | -ozeprwi-(JAylowAxoIpAy) sig-¢‘1 b
9)edI[ISOION[J WINIS
-ouSew (Sureyuo) DIS) SAUIBIUOD omda % S1°0 ong 9)edI[ISOJON[J WNISQUTBIA ct
9)BOI[ISOION[J WINTUOUIE SUIBIUO)) onid % S1°0 ong 9JBOI[ISOION]J WNTUOUIUIY w
djeorisotonyy wnissejod surejuo) onid % S1°0 ong 9JBOI[ISOION[J WINISSBIOJ 18
9JBOIISOION[J WNIPOS SUTBIUO)) onig % ST1°0 ong 9JBOIISOION[J WNIPOS or
qd q a o] dq v
jonpoid o1oWwIs0d paysiuly oy}
[oqer a3 uo pajurnid oq Isnur suawImbaI puv SuoREIw] RO Ul UOIIBIJUIOUOD PIZLIOYINE WNWIXBIA asn to/pue vopeaydde jo protg SoUBISAN Joquinu
YoIym sTuTUIEM PUE SN JO SUOTIIPUO)) UEISqns Q0UIRJY

SUOTIOLISY

OTIN A



33

002.001

1976L0768 — EN — 23.06.2000

syonpoid
JuoI3Ay [e10 ur pauqryord —
€7 ON ‘T Med
TA Xouuy 23S ‘9AneAIdsaid e sy % 0°C Auo syonpoid jjo-asury — [0-z-uezdoid-Axouayd-| %S
. (syres
pIoe o1uoIpne se passaidxa o 70 deog (q) s pue pioe orwoydsoyd-ip-ausp
p ——————GIN<« PIo® O1UOIPNIQ Se PassaIdxa o 61 areo-1eH (8) | -I[AYIOAXOIPAY-]) PIoe Olu0IpnH €S
TN A
[oyooe [Adoidost [oyoore [Adoxdost
PUE [OUBYID 0 B SB PABMO[ED 05, G | PUB  [OUBYID IO  JUBINJRUS(] JOUBION 49
CINA
suory
-eredord oreo-1ey  Jjo-esull-uou
9seq SB PAje[No[ed 9, ¢0‘0 | ul oprxoiod uoSoIpAy Joj 19ZI[IqeIS
suonjeredaid ared-1rey Jjo-osuLl eydins (wnijournb-Axo1pAy
9seq Se poje[nored 9, ¢‘0 | ur oprxoiod uoSoIpAy 10J 10zIIqRIS | -8) SIq  pue  plo-g-urjourng) IS
TN A
(sAeids)
s1osuadsIp [0SOIo® Ul PaNqIYoId ‘€
1T PUB 6°Q Uoamiaq
9q Jsnul  SWO)e  QULIO[YD
Jo ey o) swore (17 + [V)
Jo Iaquinu JY) Jo onel AL ‘7 soxa[dwod ouIoA[3 OpIXO0IpAS
01 UE OM} UOOMIOq WNIUOdNZ S8 9 G opLIO[Yo wnuooNz wniu
9q SN SWO)e  WNIUOdIZ WNUOJNZ S 0, $°G e g pue ZIDAHONZXY
up[s | Jo Jey) o0} SWOje WNIUIN[E OPIXOIPAY  OPLIO[Yd  WNIUOIIIZ soxo[dwos opAxoIpAy
pagdewep 10 pareyunr o3 A[dde jou o | Jo Ioqunu oy jo opel dYL ‘] | wNIUIWNE SnoIpAYUE Se o (F syuendsiodnuy | opuLO[YO  WNIUOdNZ  WNIUIWN[Y 0S
unys padewep
10 $oK0 M JOBJUOD PIOAY —
oprydinsip wnIug[ds sureyuo) — % 1 soodwreys jynipuepnuy oprydinsip wniua[dg oF L
6N A
qd q a o] dq v
jonpoid o1oWwIs0d paysiuly oy}
[oqer a3 uo pajurnid oq Isnur suawImbaI puv SuoREIw] RO Ul UOIIBIJUIOUOD PIZLIOYINE WNWIXBIA asn to/pue vopeaydde jo protg Joquinu
gormgm mwﬁﬂﬁwa pue asn JO SUONIPUO)) ouEIsqns QOUAIRJY

SUOTIOLISY




34

002.001

1976L0768 — EN — 23.06.2000

9[qESIAPE JOU ST ULIP[IYD AqQ asn

% S
P9oXe JoU jShuW  JUQUOd  wny
-uons [e30} 9y} syonpoid wnnuons
poptuzad ISUIO YIM PIXIW USYA

1uanbal "91e190E WNHUONS SUIBIUO)) ‘WNNUOIS SB PAJeNO[BY ‘0f G Jsedyjoo], 9JRIPAYIWAY 218}20E WNNUONS 8S
0CIN A
% 1°C
PI99Xd JOU JSNW  JUSIUOD  wWINI}
-uons [ej0} 9y} syonpoid wnpuons
popturad IOYI0 YIIM PIXIU USYA syonpoad
WNHUONS St paje[no[ed ‘o, [z | o1eo ooy  pue oodweys (q)
% S°€
Po90Xd J0U  ISnUI JUSUOD  wny
J[qesiape -uons [0} 3y} syonpoid wnpuons
jou s1 uaIp[yo Aq osn juonbarg panrwrad IOUI0 UM POXIW USYA
*9pLIO[Yd wnnuons Sureuo)) ‘WNNUONS SB PAJR[NI[BY ‘0f G Jsedyjoo], (e) 9RIPAYEXAY OPLIO[Yd WNHUONS LS
0CIN A
% G1°0 PI99Xd jou
ISNW UOTJBIIUOOUOD  [BI0) ‘Xouuy
sy 1opun papruued  spunodwiod
suuonj  I9YI0  YPIM  paxIW
OpLION[J WNISOUSEW SUIejuo)) UOYA, “ Se paemoed 9% S1°0 syonpoid auI3Ay [ejueq opuony} wnisaugej 96
STIN A
*asn anuUIUNOSIp ‘sdojorap
uoneILLI  J[  °sdyosesnowr 1o
SMOIQIAQ ‘soyse[oka 9Ap 0} asn jou
0( "9)BJ90B PEI| SUILIuo)) ‘asn Idye
SPuBY USBA\ "SOAd 9U) UM }OBIUO0D
[[e PIOAY "URIP[IYO wol Aeme doay] PB9[ UI PaJe[Nofed 9%, 90 SureAp-11ey 10} A[UO 9)e1008 P SS
LTINA
qd q a o] dq v
SS@OHQ J)WIS0d paysiuly ay)
1oqe] a4 w0 poyunid 0q Jsnu sjuawaIINbal pue suOnEBIIWI| JOYIO Ul UOHBIUSOUOD PAZLIOYING UNUITXEy asn 1o/pue uoneorjdde jo prorg omsen soquinu
YoIym sTuTUIEM PUE SN JO SUOTIIPUO)) sqns QIUAIYY

SUOTIOLISY

CTIN A



35

002.001

1976L0768 — EN — 23.06.2000

s1oureINO0d 221y-orenu ur dooyy —
3/31 (G JUAUOD JurIER]
-OUBY[RIPOSON)IU-N  WNWIXeW —
(sreuoyewr mex
SUIOOU0D) 9, () JUSIUOD JUIW
-e[ouey[e AIBpUOIS WNWIXB]N —
% 66 Annd wnwiury —
SWIQ)SAS
Sunesoniu Ym osn jou oq —

(@ @

% ST (®)

syonpoid 1030 (q)
syonpoid jjo-osutr-uou (&)

SouIwe[ouB[RLLL,

9

s1ouTeIU0d 91y-ounIu ur dooy] —
33/31 g JuNUO0O JurwEe]
-OUBM[RIPOSON)IU-N WNWIXB]A —
(srerojewr mex
SUIOOUOD) 0, G°() JUSIUOD JUIW
-e[ouey[e AIepuodes WNWIXB]A —

% 66 :Annd wnwuiy —
SUWIQISAS
Sunesoniu ypm osn jou oq —

% S0

:JU9JUOD SUTWIB[OUEBNEIP WNTITXEIA

SOUIUIR[OUL[EOUOIA

19

s1ouTeIN0d 221-ounru ur dooy] —
3/31 (G JUAU0D JurIER]
-OUBY[RIP-0SONIU-N WNWIXRA —
(sTerojewr
MBI SUIOOUOD) 9, G :JUAJUOD
Surwejouey[eIp WNWIXeN —
SWIQ)SAS
Sunesoniu Yym osn jou oq —

% S0

$JUSIUOD JUIUB[OUBY[RIP WINWIXBA

sopruwiejouey[eIp proe Apeq

09
0TIN A

p [INOW PUEB JSOU S,USIP[IYD
woyy Aeme topmod dosy (B D«

syonpoxd 10130 (q)

a3e Jo s1eak a1
Jopun UAIP[IYO I0J Pasn oq
01 popuojur syonpoid Axopmod (e)

9Je2I]Is WinIsaudew pIjeIpAH OB

65
CTN A

q

a

o]

[oqer a3 uo pajurnid oq Isnur
UYoIym SsSuTuIEM pue dsn JO SUOBIPUO))

syuowaIrnbal pue suoneywI| YO

jonpold d1owWsod paysiuly oy}
Ul UOIBIUAOUOD PIZLIOYINE WNUWIXEIA

asn 1o/pue uoneorjdde jo prorg

SUOTIOLISY

Qoue)sqng

Joquunu
Q0URINFOY

0TIN A



36

002.001

1976L0768 — EN — 23.06.2000

*P UWINJOO UI USALS S)IWI| Y} PISIXI JOU P[NOYS WINS Y ‘SAINIXIWI JO SISEO U] "OPIXOIPAY wnIpos jo jySrom se possardxo s1 oprxoipAy wmiyyy Jo wnssejod ‘wmnipos jo Apuenb ayp (;)

STIN A
'0% SO0 SPI99Xd UONBNUIUO0D Ay} J1 A[uQ (o)
“C Pa9ddxd
JOU SO0P WIAY) JO OB JOJ PAZLIOYINE [dAJ] WINWIXEUW Y} 0} 9OUIJAI M PIssardxa 1onpoid dnowsod ay) ur Wway) JO Yoed JO S[OAJ[ U} JO SONRI dU) JO Wins Ay} Jey) papiaoid uoneuIquiod ur 1o A[3uls pasn oq Aew sadue)sqns asayL (;)
‘] PR9oX?
10U SO0 WY} JO OB 10J PIZLIOYINE [OAJ] WNIIIXBW Y} 0} 9IUSIJAI )M passardxs 1onpoid onowsod ay) Ul Wway) Jo Yord JO S[9AJ] dY) JO SOnel dY) JO wns dy) jey) papiaoid uoneurquiod ur 1o A[3urs pasn oq Aeur seoueisqns syl (,)
tIN A
(epuro[yd
SQAQ oy} M JOBIUOD PIOAY (q) wnuoyezuaq se) o, 10 (q) syonpoid 120 (q)
(opLIOYD WNIUON[BZUIq
SB) 9, [0 POJXd 30U Jsnu
ss91 10 "' Jo wreyd [AY[e UB YPIm
dJeULIBYOJLS pUE IPIWIOI] ‘OPLIOYD
WNIUOY[BZUSq JO  SUOBIIUIOUOD (opuoyo syonpord dJeULIBYOJLS PUB
SOAQ oU} M J0BIU0D PIOAY (B) | oty sjonpord feury oy up () | wnmuodezudoq se) o, ¢ (e) | 21ed (peay) ey Jjo-osury (B) | oprwolq ‘OpLO[YD wWNIuON[eZUdG 59
IEINA
SOAO[S J[qeIns JBOA\ —
Auo osn euoissojoid 10, —
wa
)M J0BIUOD OJUl SAW09 Jonpoid suow
Ju Arerpownt - sokd oSy — | _onmbor oseajor oprxorad uaSoIpAy uoneredord asn-1oj-Apear oy} asn [euorssajoid
SOAQ M JOBIUOD PIOAY — | 9y} 300w jsnw  sponpoid [y | Ul wnpuons se poje[noed 9o, ¢4 | suoneredord o1ed ey Jjo-osury apixorad wnnuong ¥9
$9K0 ay) IM JOBIUOD PIOAY — £°21 Jo Hd “xew syonpoid
UQIP[IYo JO yoea1 jo jno dooy] — ‘wnnuons se poje[nofed 9, ¢‘c | Arojeridop ur J03e[N3a1-gd OPIXOIPAY WNHUONS €9
CTN A
qd q a o] dq v
jonpoid o1oWwIs0d paysiuly oy}
[oqer a3 uo pajurnid oq Isnur suawImbaI puv SuoREIw] RO Ul UOIBIUIUOD PIZLIOYINE WNWIXBIA asn to/pue vopeaydde jo protg SoUBISAN Ioquinu
YoIym sTuTUIEM PUE SN JO SUOTIIPUO)) sqns QIUAIYY
SUOT)OLSIY

0TIN A



37

002.001

1976L0768 — EN — 23.06.2000

>
PIN <
D d d a o] d Vv
- jonpoxd
1oqe] -axmbo1 pUE SUORENWI] YO O1AWIS0d PAYSIUL} Y} Ul UON asn J1o/pue uoneorjdde jo piarg Toquinu
[Dun pamo[ry oYy uo pajunid aq IsnU YOIYM : A -BIUSOUOD PIZLIOYINE WNWIXEBIA] souBISqNg 20uo
sSuruIem pue asn Jo sUONIpuo)) -19Joy

SUONOINSY

JIMOTIV ATIVNOISIAOYUd SAONVLSAAS 40 LSI'T

> Tied vIN«

TTINA



1976L0768 — EN — 23.06.2000 — 002.001 — 38

ANNEX 1V

v M10
»Ml14 PART 1 «
LIST OF COLOURING AGENTS ALLOWED FOR USE IN COSMETIC PRODUCTS (')
Field of application

Column 1 = Colouring agents allowed in all cosmetic products.

Column 2 = Colouring agents allowed in all cosmetic products except those intended to be applied in
the vicinity of the eyes, in particular eye make-up and eyemake-up remover.

Column 3 = Colouring agents allowed exclusively in cosmetic products intended not to come into
contact with the mucous membranes.

Column 4 = Colouring agents allowed exclusively in cosmetic products intended to come into contact
only briefly with the skin.

Colour index number Colour Field of application Other limitations and
or denomination 1 5 R . requirements (%)
10006 Green X
10020 Green X
10316 () Yellow X
11680 Yellow X
11710 Yellow X
11725 Orange X
11920 Orange X
12010 Red X
»Mi8 <
12085 (°) Red X 3 % maximum
concentration in the
finished product
12120 Red X
12150 Red X
12370 Red X
12420 Red X
12480 Brown X
12490 Red X
12700 Yellow X »Mi15 |
13015 Yellow X E 105
»M13 <
14270 Orange X E 103
14700 Red X
14720 Red X E 122
14815 Red X E 125
15510 (%) Orange X
15525 Red X
15580 Red X
»Mi8 <
15620 Red X
15630 (%) Red X 3 % maximum
concentration in the
finished product
15800 Red X »Mi15 <
15850 () Red X
15865 Red X
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VYM10

VY M20

VYM10

Colour index number C Field of application Other limitations and
- olour . )
or denomination requirements (*)
1 2 3 4
15880 Red X
15980 Orange X E 111
15985 () Yellow X E 110
16035 Red X
16185 Red X E 123
16230 Orange X
16255 () Red X E 124
16290 Red X E 126
17200 Red X
»M17 (°) «
18050 Red X
18130 Red X
18690 Yellow X
18736 Red X
18820 Yellow X
18965 Yellow X
19140 (°) Yellow X E 102
20040 Yellow X maximum 3,3'-
dimethylbenzidine
concentration in the
colouring agent:
5 ppm
20170 Orange X
20470 Black X »Mi15 <
21100 Yellow X maximum 3,3'-
dimethylbenzidine
concentration in the
colouring agent:
5 ppm
21108 Yellow X ditto
21230 Yellow X
24790 Red X
26100 Red X Purity criteria:
aniline < 0,2 %
2-naphtol < 0,2 %
4-aminoazobenzene
<0,1%
1-(phenylazo)-2-
naphtol < 3 %
1-[2-(phenylazo)-
phenylazo]-2-
napthalenol < 2 %
27290 (%) Red X E 152
27755 Black X E 152
28440 Black X E 151
40215 Orange X
40800 Orange X
40820 Orange X E 160 e
40825 Orange X E 160 f
40850 Orange X E 161 z
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VYM10
Colour index number Field of application Other limitations and
- Colour . )
or denomination requirements (*)
1 2 3 4
42045 Blue »M17 »M17 <
X
<
42051 (®) Blue X E 131
42053 Green
42080 Blue X X
42090 Blue
42100 Green
42170 Green X »Mi15 <
42510 Violet X
42520 Violet X 5 ppm maximum
concentration in the
finished product
»M17 |
42735 Blue X
44045 Blue »M17 »M17 <
X
<
44090 Green X E 142
45100 Red X
> Mi18 |
» M18 <
45190 Violet X »Mi15 <
45220 Red
45350 Yellow X 6 % maximum
concentration in the
finished product
45370 (%) Orange X not more than 1 %
2-(6-hdroxy-3-oxo-
3H-xanthen-9-y1)
benzoic acid and
2 % 2-(bromo-6-
hydroxy-3-oxo0-3H-
xanthen-9-yl)
benzoic acid
45380 (°) Red X ditto
45396 Orange X when used in
lipstick, the
colouring agent is
allowed only in free
acid form and in a
maximum concen-
tration of 1 %
45405 Red X not more than 1 %
2-(6-hydroxy-3-
oxo-3H xanthen-9-
yl) benzoic acid and
2 % 2-(bromo-6-
hydroxy-3-oxo-3H-
xanthen-9-yl)
benzoic acid
45410 () Red X ditto
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YM10
Colour index number Field of application Other limitations and
or denomination Colour requirements (%)
1 2 3 4

45425 Red X not more than 1 %
2-(6-hydrxy-3-oxo-
3H-xanthen-9-yl)
benzoic acid and
3 % 2-(iodo-6-
hydroxy-3-oxo-3H-
xanthen-9-yl)
benzoic acid

45430 () Red X E 127 ditto

47000 Yellow X »M15 <

47005 Yellow X E 104

50325 Violet X

50420 Black X

51319 Violet X

58000 Red X

59040 Green X

60724 Violet X

60725 Violet X

60730 Violet X

61565 Green X

61570 Green X

61585 Blue X

62045 Blue X

69800 Blue X E 130

69825 Blue X

71105 Orange X

73000 Blue X

73015 Blue X E 132

73360 Red X

73385 Violet X

73900 Violet X »M20 <

73915 Red X

74100 Blue X

74160 Blue X

74180 Blue X » M20 |

74260 Green X

75100 Yellow X

75120 Orange X E 160 b

75125 Yellow X E 160 d

75130 Orange X E 160 a

75135 Yellow X E 161d

75170 White X

75300 Yellow X E 100

75470 Red X E 120

75810 Green X E 140 and E 141

77000 White X E 173

77002 White X

77004 White X

77007 Blue X
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VYM10
Colour index number Field of application Other limitations and
. Colour . )
or denomination requirements (*)
1 2 3 4
77015 Red X
77120 White X
77163 White X
77220 White X E 170
77231 White X
77266 Black X
77267 Black X
77268:1 Black X E 153
YM12
77288 Green X free from chromate
ion
77289 Green X free from chromate
ion
VYM10
77346 Green X
77400 Brown X
77480 Brown X E 175
77489 Orange X E 172
77491 Red X E 172
77492 Yellow X E 172
77499 Black X E 172
77510 Blue X free from cyanide
ions
77713 White X
77742 Violet X
77745 Red X
77820 White X E 174
77891 White X E 171
77947 White X
Lactoflavin Yellow X E 101
Caramel Brown X E 150
Capsanthin, capsor- | Orange X E 160 g
ubin
Beetroot red Red X E 162
Anthocyanins Red X E 162
Aluminium, zinc, White X
magnesium and
calcium stearates
Bromothymol blue Blue X
Bromocresol green Green X
YM13
Acid red 195 Red X
VB

(") Lakes or salts of these colouring agents using substances not prohibited under Annex II or not excluded under
Annex V from the scope of this Directive are equally allowed.

(®) Colouring agents whose number is preceded by the letter ‘E’ in accordance whith the EEC Directive of 1962
concerning foodstuffs and colouring matters must fulfil the purity requirements laid down in those Directives.
They continue to be subject to the general criteria set out in Annex III to the 1962 Directive concerning colouring
matters where the letter ‘E’ has been deleted therefrom.

(®) The insoluble barium, strontium and zirconium lakes, salts and pigments of these colouring agents shall also be
permitted. They must pass the test for insolubility which will be determined by the procedure laid down in Article
8.
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VYM10
PART 2
LIST OF COLOURING AGENTS PROVISIONALLY ALLOWED FOR USE IN COSMETIC
PRODUCTS (')
Field of application
Column 1 = Colouring agents allowed in all cosmetic products.
Column 2 = Colouring agents allowed in all cosmetic products except those intended to be applied in

the vicinity of the eyes, in particular eye make-up and eye make-up remover

Column 3 = Colouring agents allowed exclusively in cosmetic products intended not to come into
contact with the mucous membranes.

Column 4 = Colouring agents allowed exclusively in cosmetic products intended to come into contact

only briefly with the skin.

Colour index number or
denomination

Colour

Field of application Other limita-
tions and
2 3 4 requirements

Authorization
valid until

» M20 <

(") Lakes or salts of these colouring agents using substances not prohibited under Annex II or not excluded under
Annex V from the scope of this Directive are equally allowed.
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vB
ANNEX V
LIST OF SUBSTANCES EXCLUDED FROM THE SCOPE OF THE
DIRECTIVE
VYM17
VYM12
VYM17
M5
Vv M23
S. Strontium and its compounds, with the exception of strontium lactate,
strontium nitrate and strontium polycarboxylate listed in Annex II, strontium
sulphide, strontium chloride, strontium acetate, strontium hydroxide, strontium
peroxide, under the conditions laid down in Annex III, Part 1 and of strontium
lakes, pigments and salts of the colouring agents listed with the reference (°) in
Annex 1V, Part 1.
VYM17
VYM18
VYM17
YM10

VM8
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VM1l
ANNEX VI

LIST OF PRESERVATIVES WHICH COSMETIC PRODUCTS MAY
CONTAIN

PREAMBLE

1. Preservatives are substances which may be added to cosmetic products for the
primary purpose of inhibiting the development of micro-organisms in such
products.

2. The substances marked with the symbol (*) may also be added to cosmetic
products in concentration other than those laid down in this Annex for other
specific purposes apparent from the presentation of the products, e.g. as
deodorants in soaps or as anti-dandruff agents in shampoos.

3. Other substances used in the formulation of cosmetic products may also have
anti-microbial properties and thus help in the preservation of the products, as,
for instance, many essential oils and some alcohols. These substances are not
included in this Annex.

4. For the purposes of this list:

— ‘Salts’ is taken to mean: salts of the cations sodium, potassium, calcium,
magnesium, ammonium and ethanolamines; salts of the anions chloride,
bromide, sulphate, acetate.

— ‘Esters’ is taken to mean: esters of methyl, ethyl, propyl, isopropyl, butyl,
isobutyl, phenyl.

5. All finished products containing formaldehyde or substances in this Annex and
which release formaldehyde must be labelled with the warning ‘contains
formaldehyde’ where the concentration of formaldehyde in the finished
product exceeds 0,05 %.



46

002.001

1976L0768 — EN — 23.06.2000

$10)S9 JO sermyxIw 10j (PIoe) 9, 8°0

(%) s19)s0
‘19189 | 10J (P1OB) 9%, f | pue S)[ES S} PUB PIOB OIOZUIQAXOIPAH- 4|
[ouBINQOIOYd SUTRIUOD) (sAe1ds) s1osuadsip [0so1oe Ul payqIyOld % S0 (NNI) [ouemngoioyD) 11
Aquo syonpoid Jjo-osury % 10 9)epOI WNIPOS 01
()
‘OS 99y se passaidxa 9 70 | sanydins -uaSopAy pue sauydns oregiouy 6
Qua134y [e1o 10 syonpoid ur
U9pPIQIO, JjO pasul sjonpoid ur pazoyny % S0 () (NNI) ouiz suonpuiy 8
(+)
[ouayd oy} se passaidxa o, 0 | sifes sy pue (JousydjAuayd-o) [0-z-[Auaydig L
>
(4348 |
Touayd ot se passaxdxa o, 70
(ouar3Ay [e10 103 syonpoid) o 1°0
(sAe1ds) szosuadsip [osoioe ur payquyord | (oudrSAy [e1o 10y syonpoid 10} 3daox9) op 70 opAyaprewiojered apAyopreurio S
(x) ses
(p1oe) % 9°0 | SN pue (PIoB JIOUAIP-Z-BXAY) PIoE JIQIOS 14
soodwreys
(;)98e jJo | 10} 1dooxo ‘o3e Jo sIBAA Qonyy JIopun
SIoA 931} Iopun UAIP[IYO J0J Pasn dq 0} JON | uaIp[yo Ioj suoneredord ur pasn aq 03 JON (p1o®) 9%, S0 (4) SIES S pue pIoe oIAdIfeS €
(proe) %, T () syes su pue proe oruordoig z
(proe) 2o S0 (%) SI91S9 pue S)[es S)I ‘pIoe Jl0ZuUdg I
el a o) q v
[oqe] ay) uo pajurid b Joquinu
5q IS YOIGM SBUILIEM PUE 95D JO SUOHIPUOD syuowaIrnbal pue suoryewI] UOTJEIUIOUOD PIZLIOYINE WNWIXB]A Joueisqng sousIRyoY

JIMOTIV SHALLVAYASAAd 40 LSI'T

I 1dvd

TTINA



47

002.001

1976L0768 — EN — 23.06.2000

wdd [> ouazuaqAxozeoIo[yoena] -y ,€¢

wdd [> oudzuoqozeoIlo[yoena ] - v, €€

‘eLoIo Ayung % T0 (+) (NNI) ueqresooL, €
% S1°0 (+) T0Yooe [KZU2qOIO[YId-1T w
SOUILIBSONIU JO UONBULIO) PIOAY % 1°0 () (NNI) [odouorg 1T
P — SIIN«
SOUIWESONIU JO UONBULIOJ PIOAY
Auo syonpoid Jjo-osury % 1°0 QUEBXOIP-¢*]-0NIU-G-0WOoIg-G 0z
> ———— €N« % 1°0 (+) (NNI) 2uIpBoxoH 61
8 ON ‘T MEed ‘A XouUy 00§ (proe) % 70 () S)es pue proe o10us-([-93pun 81
spunodwos oumorswAusyd surejuo)) oniq onig (aye10q Supnyour) sjes OLNOISWIAUSYJ LT
% L000
e poxyy surewal SH JO UONBIUIOUOD
wnNWIxew oy} ‘9AndIIg Sy} Aq pazuoyine
Aquo spunodwod [eLINOIOW JOYIO YUM PIXIW J]
[esIowory) surejuo) | IdAaowdl dn-oxew 942 pue dn-oxewr 949 104 (3H J0) % L000 (NINI) [es1owory, 91
(eyeuoryast Jurpnour) sjes
SJ1 pue (SUIPIWEXAYOWOIqI(]) SUIPIWERZUI]
% 1°0 |  -TPAXOIPOUSIAYIOUIEXIY-, {H-OWOIQI(-, £ ¢ S1
(proe se passaidxd) o, 60 (+) 3[es WINIPOS $)1 pULR PIOB JIWLIO] Il
sJ[es S) pue (PIoe J1eoBIPAYL(Q)
(sAe1ds) s1osuadsip [0so1o8 Ul PAIqIYOIJ (p1oe) o, 9°0 | Quorp-(HE) y*z-ueIAdAyiow-9-[£100v-¢ €1
el a o) d v
Toqer oy uo pajurid Iquinu
5q 1SW YOTYAL SBUTUIEA PUE 380 JO STORIPUOT) sjuowraIrnbal pue suoneIIWIT UONBNUIOUOD PIZLIOYINE WNWIXBIA! doueisqng ooua1poY

TTIN A

ETN A

TTINA



48

002.001

1976L0768 — EN — 23.06.2000

» % STO0
SuIpa90Xe UONENUIOUO0D € I8 sjonpoxd uaax

-0Suns dNoWS0d Ul pasn dq 03 JON (N « % 1°0 QUEBINQOUBAJIP-{*Z-0WOIqI-T | 9¢
. (%) J[BS SUIWEB[OUBY}OOUOW
s1onpoud 130 10,4 % S0 sy pue uopukd-g (1Auad
JJo pasull s)onpoid % 01 “[AoWLn- 44 7)9-[AYIAU- - AXOIPAH- | s¢
% 01 (+) ToyoyaTe [AzUdg ve
() Quorp-1*z-suIprjozep
% 9°0 | -rurAwpeunp-g*g-(IAPOWAXOIPAY)  stg-¢° €€
() duo-z-uemqpAyrowp
% §°0 | -€°¢-(14-1-[ozeprun)- | -(Axoudydoro[y)-y)- (43
(ANND
% T'0 | opuo[yoolA[[eoIo[yo-¢ QUIIBUAJIIN 1£3
(NNT) (ourur
% G1°0 | -euoylow) (4)  QUIWEIRIOUSAYIOWEXIH 0¢€
% 0°T (+) ToueyRRAXOUYJ-T 6T
() apuiofyo
% €0 | -01pAy opruen3iqoud[Ayiowexay-1) A[od 8T
(+) (;eom (Aurprjoz
-EpIWI,) LOINIPAUS[AYIOUI-f [ ‘] -([A-p-UIpT[0Z
% 9°0 | -EPIWIOXOIP-G Z-[AYIOWAXOIPAY-T) SIg-,£°¢ LT
% S0 (x) TOURIAX-G*¢-0I01YD-f 9T
% €0 () (NINI) uesojooLy, ST
saueIquuaW SnoonwI Yrm 30ejuod ojul
Qwoo 0} papuajul spnpoid ay} Ul pajqryold % 20 (%) [0SQID-W-0IO[YD- T
q a o d v
ﬁon_m— oﬂu uo @BEEQ muEOEOH:.—UOH —usm suonejruly Uuonenuaduod _”.ONEOQ“SN wnuwrxejn Donmumn_.bm uun_gﬂ
9q IsnW YOIYM STUTUIEM PUB OSN JO SUOIIPUOD) : ARG : g : QoUAIRJY

TTINA



49

002.001

1976L0768 — EN — 23.06.2000

(+) (ere0ZU2qAXOIPATY-d pue djeUOIYIAST
Surpnjour) sjes S} pue  (SUIPIWEXIH)

% 1°0 | ouexay-u-(Axousydourprure-y) 10-9°1 Ly
BaIn (JAYpowAx
-0IpAY)- N-(-1AuIprjozZepII-¢ Z-0X0Ip-€°|
% S0 “[AYRWAXOIPAYIP)-N-(JAPWAXOIPAH )-N 9%
9 UBY} IJoMO]
2q jou ysnur Jonpoxd paysiuy ay) Jo Hd dy L % 1°0 QUIPI[EZIXO- ¢ [-[AyJouIIp-1'y Sv
() @puIO[Yd pue opruioiq
% 1°0 | ‘wnmowwre [Apewtn (zzD-TID) 1AMV 4%
syonpoid jjo-esulr 10§ A[uQ % 0°1 [0-z-uedoxdAxouayd-| IS%
(+) OPLIO[YOOIPAYIP PuE 3Je)AJRIP
QUIPIXAYIO[O st passaidxo o, ¢‘0 | ‘oreuoon|Sip sy pue (NNJ) QUIPIXOUYIOYD w
OPIWE}IIBOIO[YD SUTRIUOD) % €0 OPIWEIdIBOIO[YD-T 8%
% 0 (euoydoio[d) joudydoioyo--[Azuag-g oy
Juo 9jenIU WNIs
-(HZ) ¢-10zerypiosijAylouw-g pue duo-(Hg)¢ | -ouSew pue opuo[yo wnisouSew ym ouo
[0ZeTOSIAYoW-g-010[Yd-G Jo [:¢ oner | -(Hg)g-[0ZerylosiAyow-g pue  ouo-(Hg)E
oU) UT AIXIW € JO) B % ST00°0 STIN | -[OZerOSI-[AYIOW-g-010[YD-G JO QIMXIN 6¢
% 10 [0sax0-w-[Adoxdos]-1 8¢
(%) (uaydooryoowoig) fouaydip
% 1°0 -OURAYIOW-, 7 ZOIO[YIIP-1*H-0WOIqIT-9°9 LE
el a o) d v
[oqe] ot uo @OHEEQ muEOEOhﬂ—UOH pue suonejry UONRIUIIUOD PIZIIOYIne WNWIXeJA aduesqng foquunu
9q IsnW YOIYM STUTUIEM PUB OSN JO SUOIIPUOD) : SR : : : Q0udIRJY

0TIN A

SIIN A

CTIN A

(TN A

TTINA



50

002.001

1976L0768 — EN — 23.06.2000

Sursurr Aq paaowal 9q 03 syonpoid 10} A[uQ % ST1°0 [ewIOJTWAY[AZUdg SS
(+) QreurreyOILS
syonpoid dij pue oueI3Ay [e1o 10J JON OpLIO[YO WINIUOY[BZUIQ SB PAJR[NO[Ed 9, ]‘) | pue oprwolq ‘Opuo[yd  wNIuoY[ez|eg +S
Aquo syonpoid jjo-osury % 1°0 OPLIO[YO WNIUOYIOZUDY €S
sdi] o) uo pue sokd ay)
punoie uoneosrdde 1oy papuojur syonpoid
ur pue sjponpoid ouor3Ay Jero ur ‘o3e
JO sIBoA 29Iy} Iopun UAIP[IYO Ioj sjonpoxd apIxorp
ur payqyoid “OIL uo (M/M) 103V % 0T 108V se paje[noed 9o, 00°0 | wnruey uo paysodop OPLOIYD  IOAJIS 49
(oreuroA[S1Ay1owAx0IpAH WNIPosg)
% S0 | 91e1ede  OUTWE[AYIOWAXOIPAY  wNIpoS IS
(ursouaydio[yo)
% €0 | 101p z‘1-ouedoid-(Axouaydoroyo-d)-¢ 0S
SOUBIQUIOW SNOJNUW
M JOBIUOD OJUT SW0D 03 papudjur syonpord oue0
ur pue spnpoid oudr3AY [e1o ur payqryoid % €0 | [ogel 0[oAd1qeze-1-exoIp-L‘¢-[Kyg-§ 6
(% $0°0 Spa9oXd
1onpoid paysIuy oy} Ul UOHEBIUIIUOD IPAY
-opreren|3 2Ioym) opAyopleeIeINI SuUILIUO)) (sAeads) sjosoroe ur pauqyoid % 1°0 (Te1Ip-G‘1-2uBIued) SpAyap[erenin St
q a o) d v
[oqe] ot uo GOHEEQ muEOEOH:.—UOH ue suonejrur UONBIUIJUOI PIZLIoyne wnuwiIxe dueisqn foquunu
9q IsnW YOIYM STUTUIEM PUB OSN JO SUOIIPUOD) : P ey : pazHoy EN ans Q0udIRJY

T€EINA

0N A

STAN A

STIN A

CTN A

0TIN A



51

002.001

1976L0768 — EN — 23.06.2000

UD[s Y} YA 10800 paSuojold uT urewol YOIym pue oSe Jo SIeoA 90IT) JOpUN ULIP[IYS I0of pasn oq St yorym sjonpord 10y £9108 ()

qdA

QUIPOI SUreIuo))

qurpor surejuo)) :aseayd oy
PPE % 700 SPO99Xd UIYS Oy} UO UTEWAI 0}
papuojun sponpoid ur UoTenuIdU0d Y} JT 7

syonpoid oxeodry

pue ouoI3AY [e10 10J pasn dq 0} JON | % S0°0 JrewreqredjAinqAukdord-g-opor-¢ 96
el a o) d v
[oqe] ot uo ﬁoﬁbhﬁ muEOEOH:.—UOH pue suonejry UONRIUIIUOD PIZIIOYIne WNWIXeJA aduesqng foquunu
9q IsnW YOIYM STUTUIEM PUB OSN JO SUOIIPUOD) : SR : : : Q0udIRJY

TEIN A



52

002.001

1976L0768 — EN — 23.06.2000

0TIN «

STIN <

CIN <«

SIIN «

0¢IN «

YN«

CIN <«

(4848 |

CIN <«

(4848 |

fIN«

SIIN <«

STIN <«

SIIN <«

SIN <

STN <«

SIN <

q

a

D

d

v

[Un pamo[Ty

Toqe] oYy uo pajunid oq ISnUr YOIYM
sSuruIem pue osn Jo SUOnIpuo))

syuowalnbar pue suoneyw|

UOTJRIIUIOUOD PAZLIOYINE WINWIIXBIA

Qoue)sqng

JIOQUINU OUDIAJY

TIMOTIV ATIVNOISIAOUd SHALLVAHASHYd 40 LSI'T

¢ Ldvd

TTINA



53

002.001

1976L0768 — EN — 23.06.2000

STIN A
TEN A

> ——————— CUAN<

P ————GIN<A
IIIN A

P ————FCINA
TN A
TEIN A

d q a D d v
[un pamory 12Ge] 23 vo pajunid aq Jsnur Yty syuowembar pue suoneywI| UOTIBNUIOUOD PAZLIOYINE WNWIXBIA doueisqng _qUINU AOUIIY

s3uruIem pue osn Jo SUONIPUO))

TTINA



1976L0768 — EN — 23.06.2000 — 002.001 — 54

ANNEX VII

List of UV filters which cosmetic products may contain

For the purposes of this Directive, UV filters are substances which, contained in
cosmetic sun-screen products, are specifically intended to filter certain UV rays in
order to protect the skin from certain harmful effects of these rays.

These UV filters may be added to other cosmetic products within the limits and
under the conditions laid down in this Annex.

Other UV filters used in cosmetic products solely for the purpose of protecting
the product against UV rays are not included in this list.



55

002.001

1976L0768 — EN — 23.06.2000

(proe se passaidxd)

(oua[A10030()) 19359 [AXAY

% 01 | -IAwe-g ‘proe orke [Aueydip-¢‘¢-oueko-g 01
(ptoe se passaidxo) s)fes s)1 pue proe oruoydins
% 9 -p-ouan|o}-(duopr[£-¢-u10qoxQ-g)-eydye 6
Juorp-¢‘1-auedord(jAu
%S -dydAxoyour-y)-¢-(JAurydiAng-119)-)-1 8
S)[es S)I pue PIOB OIUOJ[NSOUEBYIOU
(prov se passaidxa) -1&-1doy[ 1 ‘°7]-0[oKo1q0x0--[Aypowntp
% 01 | =L “L) S1q (SUSApoUIPaud[AUYJ- 1)~ €' L
s)[es auru
(proe se passardxa) .
: -B[OURYJAL puB wWnIpos ‘wmnissejod sy pue
% 8 | poe  omoydns-g-ojozepruzuaqiAuayd-g 9
>
(4448 |
() suozuagAXxo sureuo)) % 01 (NNI) euozuaqAxQ ¥
% 01 (NINI) sveresowory €
ojeydins [Aypowr wnrutiue ([Ayjour
% 9 -OUePIA-£-UI0qOX0-7)-H-[APRWILL-N'N‘N [4
% S ploe drozusqourury - I
el a o) d v
T1oqer oy uo pajurid b ON
5q 1S GOTM SBUILITA. PUE 08T JO SUOHIPUO)) sjuowaambar pue suoneywI] IOYIO UOIBIUIOUOD PIZLIOYINE WNWIXBIA saoueISQNSg oouIpY

urejuod Aewr s)npoad ddWS0d YIIYM SIY A pParuidd Jo isry

I Lavd

YIAN A

ETN A

(TN A

CTN A



56

002.001

1976L0768 — EN — 23.06.2000

(vavd 1Apewrp [£100) [Axay

% 8 | -z1Aye  Jo  9jeozudg-ourwre-[AyIOWI -1 12
% S (are[Korfes-14100) dreAorfes [AxoUIAYIg-C 0T
(roydure)
9% 7 | ouoprjAzuag-¢) Joydwreo ouoprjhzuog-¢ 61
(roydwre) auapiAzuaqiAyIoN
% ¥ | -p) toydured [-p-(aueprAXUSqIANLIN-,1)-€ 81
(199s9(1Ax9Yy
-[&q10-7)-s1q°-s1q(ouTunIp([AIp-1*Z-ouIZern
-GET (ourwre(jAuayd(jAuoqrea(ourure(|
% 01 | -Apo-[Ayiowip-1°1)))-9))-' ‘ploe orozuog L1
(suexo[IsiI], 9[0ZInWoI()
(14doxg (jAuex-ofisiq-(AXQ(IATIs|AyrowiL )
“[-TIApRW-eno [ -¢“ €€ 1)-€-IAUIRIN-7)-9
% ST | -IAW_IN-p-(14-g-[0zemozuag-Hg)- Tousy 91
(euozeny, 1£100) dwIZBL -G ¢ T-(£XO, [
% S -[Axay[Ayg-, g-0q1e)-d)-ourIuen -9y S1
(SyewreUUTOAXOYIOIN
% 01 | -d [Aweosy) ojewreuuroAxO0y)OW-1-[A3uados] Il
(vavd st
% 01 | -DHd) 21e0ZUqOUTIY-H-[AYIT paje[Axoyy €l
% 01 JrewRUUIIAXOYIOW [A100 1
oprweA1oe{ [Azuaq[ (Ao (ouapIfA
% 9 | -€-u0qoxo-7)]-(f pue ¢)}-N Jo I1owk[od 11
q a o d v
[2qE[ oy uo .@OHEEQ syuowanmbal pue suoneywI] 19 UONRINUIDIUOI PIAZLIOYINE WNuwirxe sadueysqn: ON
9q IsnW YOIyM STUTUIBM PUB OSN JO SUOIIPUOD) 4 : P HERHL PMO nen pazHom EN sqns QoUAIRJY

€N A

0EIN A

STIN A

STIN A

YIAN A



57

002.001

1976L0768 — EN — 23.06.2000

'sosodind uonoaoid jonpord 10y AJuo pasn SI I USYM PUB SSO] 10 9, G0 ST UOIIBIUIUOD J1 paramnbar joN ()

0EIN A

(1Auayd
-Kxoypow-1)-9-(1Aueyd-(Ax0IpAy-g-(Ax0[

% 01 -AXY-TAYIO-7)-1))S1q-4 Z-uIZe [ (S°€°T) ST
(proe
oruoydnsip-9‘-9[0zepruuizuaq-H [ (aua|
(pe jo) 9% 01 | -Auoyd-y*1)-sIq-g-g JO 1[eS WNIPOSOUOIA ¥C
Toudyd-¢*¢* 1 [-(jAnqg-[Ayowrena))-y-(jAg
% 01 -[0ZEB110ZURq-H{)-9-S1q-OURIAYIdN-,T T €C
j[es wnIpos
sy pue (g-ououdydozuog) pIoe OmuoyNS
(p1oe Jo) 9 ¢ -G-ououaydozuagAxoyjow-{-AX0IpAH- w
q a o) q v
[oqe] ot uo ﬁouﬁia muEOEDﬁETOH pue suonejyrwI] LYO UONRIUIIUOD PIZIIoYne WNWIXeJA sadueisqng ON
9q IsnW YOIyM STUTUIBM PUB OSN JO SUOIIPUOD) : SR : : : Q0udIRJY

TEIN A



58

002.001

1976L0768 — EN — 23.06.2000

0¢IN «

(4448 |

(X448 |

0EIN «

0N «

¢TN <

0N«

STN «

0EIN «

0N «

0N <«

0¢IN «

0TIN <«

q a o] q

v

[Un pamo[Ty

[oqe] oy} uo pajurid oq Isnw yorym

syuswarmbax pue suoneywI] 1o UOILI)USOUOD POZLIOYINE WINTIIXE sooursqn
sSuruIem pue 9sn Jo suonIPuO) v mbai p hetl] _Eo hen paztioy IXe isqng

IOQUINU OUSIJY

NIVINOD ATIVNOISIAOYd AVIA SLONAOUd DILANSOD HOIHM SYALTIH AN A0 LSI'T

¢ Lavd

STINA
T¢EIN A

SITINA
I€EINA

STINA
IEIN A

SITINA



59

002.001

1976L0768 — EN — 23.06.2000

STN <«

q

a

o}

v

BN pamoyry

[oqe] oy} uo pajurid oq Isnur YoTYM
sSururem pue asn Jo suopIpuo)

sjuawaInbal pue suoneWI| JYQ

UOTIBIUIIUOD PIZLIOYINE WNUWIXBIA

sadueisqng

Ioqunu dJUIFY

SITINA



1976L.0768 — EN — 23.06.2000 — 002.001 — 60

VYM21
ANNEX VIII




