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EXPLANATORY MEMORANDUM

1.

The proposaL amends for the fourth time Council Directive 76/768/EEC of
27 JuLy 1976 on the approximat1on of the Laws of the Membeér States 7

reLat1ng to cosmet1c productsm Its purpose is to author1ze two substan=

| ces (n1comethanoL hydrofluor1de and 6-methyl coumarin) for use in cos=-

, met1c products sub]ect to certa1n restr1ct1ons and cond1t1ons (entry in

Annex IIId. -~ S

Directive'76/?68/EEc authoriZes a number of fLuorine compounds for use
in oral hygiene products up to a max1mum concentrat1on of 0.5% calcu~
Lated as F in the f1nwshed cosmet1c product and subJect to certa1n con=-

ditions of use’ and warnings which must be pr1nted on the label. Accord~

“ing to the f1Le subm1tted by the manufacturer, nicomethanol hydrof(uo--

ride appears to’ have some advantage in f1x1ng fluorine on tooth enamel
while at, the ‘same. t1me 1t has no tox1c1ty or: pharmacological action

under - normaL conditions of use and even beyond. It is therefore proposed

"that it be added to the L1st of fbuor1ne compounds aLready author1zed

by the D1rect1ve, under the same cond1t1ons.

In the United States 6“methyL coumarin.has been prohibited in cosmetic
produdtsnbeCause'it can induce photosensitization reactions, For the .
same reason the Internationat Fragrance Association (IFRA) recommends

that 6-methyL coumarin should not be used as a raw material for perfu=

mery. However, the Counc1l of Europe (1) aLLows the presence of 6-methyL,

 coumarin in foods up to a concentrat1on of 30 ppm. As far as cosmetic

products are concerned, it is therefore proposed that the use of

6-methyL coumarin be author1zed soLeLy in oraL hyg1ene products, where

- there 1s no risk of photosenswt1zat1on, and at a maximum concentrat1on

- of 30 ‘ppm in the f1n1shed product, the Limit author1zed for foodstuffs,

wh1ch corresponds to normaL pract1ce in the Community.

[ ‘ - .

Y

(1) Blue book. Natural flavouring substances, their sources and added :

artificial fLavour1ng substances. 1974 ed1t1on.



User
Rectangle


4¢ In drafttng the propasat, the Comwwss1on obta1ned the epwnwon of ‘

.,A o

mtﬁm&k expcrts and r:énwl.ted industry and comumars.

5; The proposa{ is based on Art1cte 100. Consuﬁtat1oa of the European
' Partmament and of the Econom1c and Soc1at Commsttee 1s requ1rad.4¢,/
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Official Journal of the European Communities

No C 313/5

Proposal for a Council Directive amending 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 18 November 1981)

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 Par-
liament,

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

Whereas Council Directive 76/768/EEC (%), as last
amended by Directive 79/661/EEC (%), should be
further amended to take account of the results of the
most recent scientific and technical research;

Whereas according to these results the use of
nicomethanol hydrofluoride and 6-methyl coumarin
in cosmetic products may be authorized under certain
conditions,

HAS ADOPTED THIS DIRECTIVE:

Article 1

The following substances are hereby added to Annex III Part 1 to Directive 76/768/

EEC:

Restrictions

Reference

No Substance

Field of application
and/or use

Maximum
authorized

kconcentration in thej

finished cosmetic
product

Other limitations
and requirements

Conditions of use
and warning which
must be printed on

the label

a b c

d

f

oral hygiene
products

nicomethanol
hydrofluoride

0-15 % calcu-
lated as F.
When mixed
with other
fluorine com-
pounds per-
mitted under
this  Annex,
total F ‘con-
centration

must not ex-
ceed 0-15 %

contains nico-
methanol hy-
drofluoride

oral hygiene

6-methyl cou-
products

marin

0-003 %

() OJ No L 262, 27. 9. 1976, p. 169.
() OJ No L 192, 31.7. 1979, p. 35.
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Article 2

The Member States shall bring into force the laws, regulations and administrative pro-
visions necessary to comply with this Directive not later than 30 April 1982. They shall
N forthwith inform the Commission thereof. -

. Article 3

This Directive ts addressed to the Member States.
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