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I. INTRODUCTION

' Tn 
a letter dated 3O November 1991, the Council of the

r European Communities asked the Economic and Social Committee for
. an Opinion on the

Proposal for a council Directive amending Directive
76/T6B/EE] on the Approximation of the LJws of the
Member States relating to Cosmetic products.

on B December 1981, the chairman of the Economlc and
social committee instructed the section for rndustry, commerce,
crafts and services to prepare an opinion and a Report on the
matter.
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II. GIST OFn THE COMMISSTON PROPOSAL

The present proposal amends for the fourth time parenr
Directive No. T6/7,68/EEC on cosmetic products. rts purpose is to
add two substances (nicomethanol fluorohydrate and 6-methyl cou-
marin) to Annex III. Annex III lists substances that can be used
in cosmetic products subject to certain restrictions and conditions.

III. GENERAL COMMENTS

Some members feel that when new substances are added to 
ran approved list, it would be a good idea to reconsider the autho-u

rization of other substances used for the same purpose, so that
some of them ffioy, in the rong run, be replaced by others which are
safer and more effective.
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IV. SPECIFIC COMMENTS

4.I. Nj.com.ethanol fluorohydrate

Although the toxicological file on this substance appears
to be fairly comprehensive, some members would like to draw atten-
tion to the possibility of nj-trosamines being formed from amines
1n general. They think it would be worth taking this aspect into
consideratlon when drawing up toxicological files on fluorodised
amines.

4.2. 9-Methylcoumarln

It has been shown that this substance is a photoallergen.
rt is therefore essential not to use lt in products to be applied
to the skin, especially suntan lotions. However, its authorization
as a flavouring in toothpaste poses no problem if the maxlmum quan-
tity permitted is limlted to 30 ppm, i.€. the same as that recom-
mended for foodstuffs by the Council of Europe.
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