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;EXPLANATORY MEMORANDUM

t
PROPOSAL FOR A COUNCIL DIRECTIVE
AMENDING FOR THE THIRD TIME ', DIRECTIVE 76/768/EEC OF
el ON THE APPROXIMATION OF THE LAWS OF THE MEMBER STATES
RELATING TO cosm:'m:c PRODUCTS ;

~ [ - .
. . N

The aim of the proposal is:

1. to authorlze the use of the barlum, strontlum and zirconium lakes or salts

6.

of a limited number of colourlng agentS'

to permit, under certain conditions, the use of two complexes of zirconium

as anti=perspirants;

. to make the use of s;lver nltrate in the manufacture of cosmetlc products‘

v
subJect to certain restrlctlons and condltlons'

[

. to draw up a list of permitted substances (approved list) as sunscreen

~agents;

. to réplace the expiry date by the minimum she1f4life;(date of minimum

L

durability);

to adapt the form in which>the manufacturing batch number and the product

vldentlflcatlon reference is- 1nd1cated to the most recent developments in

technology.

The'colourlng agents permltted in cosmetlc products are 1lsted in Dlrect—

- ive 76/768/EEC according to the Colour 1ndex number which identifies the

basic molequle For technolog1cal reasons, i. e. 1nsolub111ty of the

7 colourlng agent, stability ‘to light "and prevention of the coloration of

the mucous membranes, the epldermls and the nalls, the cosmetlcs industry.

uses the barium, strontlum and zirconium salts of a limited number of

~ these c010ur1ng agents. Annexes III (Part 2) and IV (Part 2) should

therefore be amended to permlt thelr use which, in the case of barlum,

could be prohlbxted under Annex II (No 46) and, in the case of strontdum ‘

-and zirconium under Annex v (Nos 5. and 6). ’The industry has provided

sclentlfxc data provxng the technologlcal need for these Substances and

,

\
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‘ estabhshmg that: the use of such colourmg ag&nts shmﬂ »mt cmtltwte

| true chat zxrcemum Iazctate has glven rise ta t:he foma ,

a' healch nsk. L

21remxmn and. LCS componnds are mcluded :m Annex V ta Di ectwe ?6[ 768/

_EEC. “The use of these suhstances 1n cosmt:xc pm&ucns m now pvt&hxbxted

in three countries and nhxs creates mechmcal b@mefs £ tm&e.t It is

of k gxanulomas

_and that harmful effects in the lungs were reported when, it was used in

: aezmsal agplxcat10n&. Zxrcm:.um alummum chlorhydram and the zlrcu-

" aerosel émspemsers, These two substances have bwn sm:mhe@ n‘; detall
o a«mi do mm 3ppear ta: Jeapardxze ﬁealth. '

fmu-persp:.rants wmder certa:.n comdxtmns. :

nium. aﬁmmnm chlarhydra;tel g};y‘cme complex are emzeusxw&y ﬂse& in the

preparatxm of anu-garspzrants marketed in a fam m:her t&&a ﬂmt qf

. apprcwd tlus use. '

) ;w s;mh;pect: the use of this subs«tam::e in the mfactum exf cnsmetxcs to

4.

_the result:s af furthe:r atudxes‘

ET
i

_ Since rspeam& use of saﬂver nitrate may pfrcwe dangemus, xt xs prbposed

certain mstmctncms and candxtmns as a tempwary msm:& oaly,, pendmg

Arnctte Il amd the penult:xmate recxtal of Dﬁxmtxve “&‘&»{‘?6& EC specxfy

Fi

that ::l‘u Commiseion shall, on the basw; of the fxmm mﬁ tl‘xe Iat;est

| ,scwnufm and techmical research; submmt to the Cmmcﬂ a@ptwn&te

. pmpesals est&‘&llshlmg Imsts ef pemttad smbsnmw wﬁ:mh m consist of -

mnmdzmts, hair dyes, pmservaa;xves an& ulirmwmrlet katers.o As a

First step, & hst has been compiled off sufmmms pemtte& az preser—

vatxm ‘ 'L'lns ust was sent to the Gouncz;lr ns supp@rt @f t!m prapasai

far. a seccmd amendment which is still heung exmmd E@g xﬁs &wbordxnate

bodms. - & list of substames pemtt;ad as sme:rm &gﬁtzt& Cnitrawalet
iﬂms,} may now be pm: forward. ' ‘ o

o : . Ve
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As. a precautronary measure, the great maJorlty of these Substances have .
been accepted only prOVleonally to enable- the addltlonal Lnformatron'

necessary for a’ flnal assessment of health rlsks to be gathered even

,though the avallable data pornt to the lmprobablllty of any risk. 1In

any case, thls approach will lead to better consumer protectxon since, .

in future, the sunscreen agents used 1n the manufacture of cosmetics w111

be fully 1dent1f1ed and therr condltlons of ‘use. speclfled.

v

V-

"A list of substances permltted as ant10x1dants w111 be drawn up at. a

later date, as the work of the Sclentxflc Commlttee on Cosmetology is
still in progress.-: A llst of Substances permltted as hdir dyes will be
drawn up at a 1ater stage in v1ew of the complexrty of the problem and

the large number of substances to be examlned (approxrmately 300) ~In

_the 1nterests of consumer protectlon, ;t is therefore preferable to put

forward these’ llsts 1n stages, s1nce sclentlfxc research has not progres—

\

"sed unlformly in reSpect of each category of substances.\

Indxcatlng the explry date is perfectly legltlmate in the case of medl*

cinal products since thelr efflcacy can no longer be 100% guaranteed

'beyond thlS date. CQSmetlc products, llke foodstuffs may Stlll be

‘consumed - after that date, however, so there 1s 1ess Justlflcatlon for

indicating the explry date, the crlterlon of efflcacy 1s, moreover, not

‘~'1ncluded in Dlrectlve 76/768/EECa o

t

Indlcatxng the date of minimum, durablllty therefore appears to. be more -

approprlate. It would not be‘mandatory for cosmetlcs the" durablllty of

- _which exceeds 24 months.‘\ It is therefore proposed that Article 6(1),

subparagraph (c), of Dlrectlve 76/768/EEQ be amended accordlngly

1

Subparagraph (e) of paragraph l of the same Artlcle stlpulates that the

" product labels must 1nd1cate the manufacturlng batch number 0r an

‘are too small.

r1dent1f1catlon reference'and also contalns speclal prov1s1ons where thlS

form of 1abe111ng is 1mp0881b1e in practlce because the cosmetlc products

i

It 1s; not only the dlmen31ons of the packaglng wh1ch preclude identifi=-

. cation of the goods but also the nature and shape of the packaglng and

. ‘the material of whzch 1t is made. It 1s therefore proposed tos

3

i L SR
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{a} ahgn the wardmg of subparagraph (e) af A.rncle 6(1) mth that of _

R ‘,subparagraph {d) of’ z:he same par&graph wknch 1:1 general terms,
SR T §'provxde3 for- cases af pmcnca:l :.mpossszlzty, D

; 5 e
“w? > LW

Exng 1eg1b1é unde: \n}.cravxalet hght.

?., In famxanng t:he prawsal the C.mssmn has sought the opmlon of

naczml Jexperts an& cunsulte& tbae t*,rade ami consumar representatwes.

&s far szmscreen agegts h&s to a cmxsx&erable extent, béen gu;.ded by thef o

wcrk ef che Cmmxttee of Experts of the Cmmcll of Europe. IR
. ] :

> 8 ‘i'he pr

Pathmnt and the Ecanmc m& Soe:.al Cmtt&e xs requlred. S e
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(b) "‘all‘.w the use of mdem techno!ogxcal processes, suc’h as overprmt--\

a1 is basad on’ m:t:xcle 106. 'me opmnm of the European o
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(Preparatory Acts)

COMMISSION

»

Proposal for a Council Directive amending for the third time Directive 76/768/EEC on
the approximation of the laws of the Member States relating to cosmetic products

(Submitted by the Commission to the Council on 23 January 1981)

THE COUNCIL OF THE EUROPEAN
COMMUNITIES,

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

Having regard to the proposal from the Commission,

Having regard to tlie opinion of the European
Parliament, : .

Having regard to the opinion of the Economic and
Social Committee, '

Whereas Article 11 of Council Directive 76/768/ EEC'

(*), as last amended by Directive 79/661/EEC (?),

provides that 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;

Whereas, on the basis of the studies carried out, the
barium, strontium and zirconium lakes or salts of a
limited number of colouring agents can be auth-
orized;

Whereas, on the basis of information received, two
complexes of . zirconium can, under certain
conditions, be permitted as anti-perspirants;

Whereas to safeguard public health, measures should

be adopted in respect of silver nitrate;

() OJ No L 262, 27.9. 1976, p. 169.
() OJ No L 192, 31.7. 1979, p. 35.

Whereas, on the basis of the latest scientific and
technical research,. a list of substances authorized as
sunscreen agents can be established;

Whereas the indication of the expiry date for
cosmetic products whose period of stability is less
than three years, provided for in Article 6 (1) (c) of
Directive 76/768/EEC, is not justified in the case of
cosmetic products which may still be used after that
period; whereas indication of the date of minimum
durability is therefore more appropriate;

Whereas it is not always the dimensions of the
packaging which preclude indication of the manufac-
turing batch number or the product identification
reference, but also the nature and shape of the
packaging and likewise the material of which it was
made; whereas account should therefore be taken of
such cases and of the development of the technology,

HAS ADOPTED THIS DIRECTIVE:

Article 1

Directive 76/768/EEC is amended in accordance
with the following provisions.

 Article 2

In Annex II, the wording relating to substance No 46
is replaced by: : ‘

‘46. Barium salts, with the exception of barium
sulphate, lakes prepared from barium sulphate
and pigments prepared from the colouring agents
listed under reference (5) in Annex III, Part 2
and Annex IV, Part. 2
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Article 3

1. The following is added to Part 1 of Annex III:

Restrictions .
o C?ndltions
Reference aximum of use and
namber | SUBSECES IField of applicaion| ,hOREES | Oher imiations | warmings which
and/or use the finished and requirements the label
cosmetic product
a b c d e f
- Zirconium alu- | Antiperspirants | 20 % 1. The ratio
minium chlor- aluminium between the
hydrate chlorhydrate numbers of
: and anhydrous atoms of
AlxZr(OH)yClp zirconium . aluminium
and the zirco-| - 5.4 0 i?fmzi:;os_t .
nium aluminium zirconium '
chlorhydrate/ :)c;)eltgveen 2
glycine complex n
’ 2. The ratio
between the
numbers of
atoms of
(Al+Zr) and
chlorine
must be
between 0-9
and 2-1
3. Prohibited
in aerosol
dispensers
(sprays)

2. Part 2 of Annex III is amended as follows:

— the following colour index numbers are deleted:

15.630
15.630
15.865
45.170

12.085
15.585
15.630
15.850
15.865
16.255
45.170
45.370
45.380
45.410
45.430

11 (Ba)
:3 (Sr)
: 3 (Sr)
: 1 (Ba);

10.316
12.075
15.510
15.985
19.140

—— the following footnote is added:

(*) The following shall also be permitted: the barium, strontium and zirconium lakes
or salts of these colouring agents, insoluble in 0-1 N-hydrochloric acid at 37 °C
in accordance with a method which will have to be determined as provided for in

Article 8.

42.051

reference (°) is inserted before the following colour index numbers:
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Article 4
1. The following is added to Part 1 of Annex IV:
Restrictions .
Conditions
Reference M:lfimun::l of use and
Substances : A authorize s warnings which
number Flelcisg/acﬁ‘p}:::uon concentration in gﬁli hl:?;:::;z must be printed on
the finished q the label
cosmetic Rroduct
a b c d’ e f
— Silver nitrate 4% For products

intended to

, dye eyelashes
and eyebrows:
contains silver
nitrate.

Rinse eyes
immediately if
product comes
1nto contract
with them

2. Part 2 of Annex IV is amended as follows:

— the following colour index numbers are deleted:
15.500: 1 (Ba)
15.585: 1 (Ba);

— reference (*) is inserted before the following
colour index number:
27.290;

— the following footnote is added:

(*) The following shall also be permitted: the
barium, strontium and zirconium lakes or salts
of these colouring agents, insoluble in 0-1 N-
hydrochloric acid at 37 °C in accordance with
a method which will have to be determined as
provided for in Article 8.

Article 5

In Annex V the wording relating to substances Nos 5
and 6 is replaced by:

‘5. Strontium and its salts, with the exception of

those used in the colouring agents listed under’

reference (*), in Part 2 of Annex III and Part 2 of
Annex IV’ . .

6. Zirconium and its compounds, with the exception
of complexes mentioned by name in Part 1 of
Annex III and zirconium salts used in the
colouring agents listed under reference (*), in Part
2 of Annex III and Part 2 of Annex IV.

Article 6

Annex VI, in the form of the Annex hereto is added,
listing the substances permitted as sunscreen agents in
the manufacture of cosmetic products under the
conditions laid down in that Annex and the preamble
thereto.

Article 7

The following items are added to Article 4:

‘(g) sunscreen agents, other than those listed in Part
1 of Annex VII;

(h) sunscreen agents listed in Part 1 of Annex VII, if
the indicated limits are exceeded and the
indicated conditions are not fulfilled.’

Article 8

The following text is added to Article 5:

‘Until 31 December 1986, Member States shall permit
the marketing of cosmetic products containing the
sunscreen agents listed in Part 2 of Annex VII, within
the limits and under the conditions laid down therein.

On 1 January 1987, these sunscreen agents shall, in
accordance with the procedure laid down in Article
10, either be:

— definitively permitted (Part 1 of Annex VII), or
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— definitively prohibited (Annex II), or

— retained for a period specified in Part 2 of Annex
VII, or '

— deleted from all Annexes.’

Article 9

1. Paragraph 1 (c) of Article 6 is replaced by:

‘(c) the date of minimum durability. The date of
minimum durability of a cosmetic product shall
be the date until which the product, under
appropriate conditions of storage and use, retains
its specific characteristics and, in particular,
remains in conformity with Article 2. It 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
durability referred to.

The date shall be clearly expressed and comprise
the month and the year in that order. Indication
of the date of durability shall not be mandatory
for cosmetic products whose durability exceeds
24 months.’ '

2. Paragraph 1 (e) of Article 6 is replaced by:

‘(e) the manufacturing batch number or the product '

identification. reference. However, where this is

impossible for practical reasons, the product shall

be identified by means of information displayed

on the outer packaging or, by other more appro-
priate and indelible means, even if invisible.’

Article 1 0

1. Member States shall take all the requisite
measures to ensure that, with effect from 1 January
1987, neither manufacturers nor importers established
in the Community shall place at the disposal of third
parties products which do not meet the requirements
of this Directive.

2. Member States shall adopt all the requisite
measures to ensure that, by 31 December 1988 at the
latest, the products referred to in the first paragraph
are no longer marketed.

Article 11

Member States shall bring into force the laws, regu-
lations or administrative provisions necessary to
comply with this Directive by 31 December 1984 at
the latest. They shall forthwith inform the

~ Commission thereof.

Article 12

This Directive is addressed to the Member States.

ANNEX

ANNEX VII

List of sunscreen agents which cosmetic products may contain

Sunscreen agents are substances which, when applied topically, are specifically intended to filter
certain ultraviolet rays in order to protect the skin from certain harmful effects of the sun.

Other substances used in the formulation of cosmetic products can also absorb certain ultraviolet
rays. They are not included in the list because absorption of ultraviolet rays is not their main

function.

“
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PART 1

List of sunscreen agents which cosmetic products may contain

Conditions
Maximum Limitations of use and
R{:ﬁ:ﬁ:fe Substances authorized and warnings which
concentration requirements  |must appear on the
label
a b c d e
1 p-Aminobenzoic acid 5%

2 3-(4-Trimethyl-
ammoniobenzylidene)
camphor methosulphate 6%

3 Homomethyl salicylate (3,3,5-

trimethyl-cyclohexyl salicylate) 10 %
4 Phenyl salicylate 4%
5 2-Hydroxy-4-methoxybenzo-
phenone 10 %
6 2-Amino-6-hydroxypurine
(guanine) 2%
PART 2

List of sunscreen agents which cosmetic products may provisionally contain

Conditions
Reference Maximum Limitations of use and
number Substance authorized and warnings which
concentration requirements  jmust appear on the
label
a b c d e
1 N-propoxylated ethyl
p-aminobenzoate ’ 5%

2 Ethoxylated ethyl
p-aminobenzoate 10 %

3 Amyl p-dimethyl-
aminobenzoate 5%

4 Glyceryl p-aminobenzoate without
5% benzocane

5 2 Ethylhexy! p-dimethyl-

aminobenzoate ‘ 8 v% :
6 | 2 Ethylhexyl salicylate 5%
7 Benzyl salicylate 7% )
8 3,3,5-Trimethylcyclohexyl-N-

acethylanthranilate (homomen-
thyl-N-acetyl-anthranilate) 2%
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C;)nditioxlis
Maximum P : of use an
Rnelfcrgzsc Substances ‘authorized Limitations atnd warnings which
m concentration requIrements | st appeat on the
label
a b c d e
9 Potassium cinnamate 2%
10 p-Methoxycinnamic acid 8 %
salts (potassium and (expressed as
di-ethanolamine) acid)
11 Propyl p-methoxycinnamate 3%
12 Salicylic acid salts (potassium 5% The pH of the | Not to be used
and triethanolamine) finished pro- for children
duct must be under three
such that the years of age
acid is not
liberated
13 Iso-amyl p-methoxycinnamate 10 %
14 2-Ethoxyethyl
p-methoxycinnamate 10 %
15 2-Ethoxyethyl
p-methoxycinnamate 5%
16 Digalloyl trioleate 4%
17 2,2',4,4-Tetrahydroxy-
benzophenone 10 %
18 2-Hydroxy-4-methoxy-4'-
methylbenzophenone 4%
19 2-Hy&roxy-4—mcthoxgr- 5%
benzophenone 5-sulphonic (expressed as
acid and sodium salt acid)
20 2-Ethylhexyl-4"-phenyl-
benzophenone-2-carboxylate 10 %
21 2-Phenylbenzimidazole-5 8 %
sulphonic acid and its potas- (expressed as
sium and triethanolamine salts acid)
22 B-Imidazole-4(5)-acrylic acid 5%
and its ethyl ester (expressed as
acid)
23 2-Phenyl-5-
methylbenzoxazole 4%
24 Sodium 3,4- )
dimethoxyphenylglyoxylate 5%
25 Dianisoylmethane 6%
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C?nditionds
Maximum P of use an
Reference - Limitations and . -
Substances authorized - | warnings which
number ' concentration requirements |t appear on the
label
a b c d e
26 5-(3,3-Dimethyl-2-norborn-
yliden)3-pentene-2-one 3%
27 | 3-(3-Sulpho-4-methyl
benzylidene) camphor 6 %
28 3\-(4'-Sulphobenzylidene) 6%
29 3-(4-Methylbenzylidene)-d,
1-camphor 6%
30 3-Benzylidene-d, 1-camphor 6%
31 Methoxybenzylidene cyano-
acetic acid and its n-hexyl
ester . 5%
.32 4-Isopropyldibenzoyimethane 5%
33 p-Isopropylbenzy! salicylate 4%
34 Cyclohexyl
‘p-methoxycinnamate 1%
35 2-(p-Toluyl)-Henzoxazole 10 %
36 ter-Butyl-4-methoxy-4-
dibenzoylmethane 5%
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