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EXPLANATORY MEMORANDUM

As part of the CGeneral Programme for the remova] of technical obstacles
to trade adopbted by the Council on 28 lay 19 9 the Commission addressed
to the Council on 19 October 1972 a proposal for a Directive on the
approrimtion of the laws of the lMember States relating to cosmetic
,produotsa
The Buropcan Parliamefit delivered its opinfon on this proposal for a
Dircctive during its scesion of § July 1073 The Commission has
corcfully examined the comments contained in the opinion and has decided
to talke anpropriate action on some of them, and, to this end, in pursuancc
of Article 149, sccond paragraph of the Treaty, to put Torward the
Tollowing proposals for amendments to the original proposal Tor a
Plrc tive:

-~ Article & (3) and (4);

-~ fArticle 11 (2):

- Article 12

- Article 14;

These proposals for amendments arc intended to give greater clarity to

certoin requirements rclating to the labelling and preso entation for sale
of cosmotic products, to make clearcr and more procticel the Community
safeguard procedurc provided for cases in which a wcosmehic product which
comnlics with these provisions constitules a hazard to human health.
They are also intended to remove from vhe propozzt the additional period
provided for the sale of old stocks.

Purthermore they arc for the purpose of amending, in conncction with

the Commnity's enlargement, the distribution of wotes in the Committee'!s
- procedure. '

The Commission also proposes the amendment and exmansion of Amnexss IT
(List of substances which cosmetic products mst wot contain), I1T, Part
1 (List of substances which cosmetic products music not contain, except

subject to the res Trlcthﬂu ledid dorﬁ) and IV, Poxt 1 (List of substances
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pProvisionaliy alioucd)s
Tn formilating the last meiiinied proposals for amondments, tha Comnission
has taken account of the opinicns of the experts who acsich it in drawing

up the technical ammexcs to the proposal for a Pimwective.

105 o C-76, 1T June 1969 2 0J No C 62, 31 July 1973.



+the proposal for a Council Dircctive on the approximation of the laws of
Member States relating to cosmetic products

the Commission on 1S October 1972

The proposal for a Directive forwarded to the Council on 1% Cctober 1972
is amcnded by the following:

- amendments to Article 6 (3) and 1 (4);
- a currection to Article 11 (2),

~ the rewording of Article 12;

.. deletion of Article 14 (2);

- arerdments to Annexes II, IIT and IV.

Argicle 8
‘he text of paragraphs (3) and (4) is ex .,nded as follows:

. The special precautions of use, and, in particular, those indiczted in

S T S = R,

%he column “Conditions of use and warnings which mmst appear on the label®
in irmezes IIT and IV shell appecr legibly on the container where this
is impossible for practical reasons, these indica +tions shall appecr on
the oubeide packaging and on an cnslosed leaflet, but in this case an
abbrovicted external indication must nppear on the container, referring

to the indications mentioned.

4., The use, both in the labelling and in the presentation for sale of
the products covered by Article 1 and in the publicity conserning them, -
in whatover form this mey be, of names, trademrrks, imoges or other

signs, visual, cinemtogrophic or other displavs, suggesting a characteristic

which the products considered do not possess, or abttributing thercto

M

effects which are not, or are insufficiently cstablishod o ientifically,

shall be prohibited.

article 11
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2. The rcpresentative of the Commission rhall submit to the Commi utCO
a dreft of the measurcs to be taken. The Committce shall render
its Opinion on this draft within a period ‘of time which the Chairmon
mwy fix according to the urgency of the miter in hand. It shall.
-—act hy-a mjority of 41 votes :fhe votes, cf tac Member Statces boing
weighted as laid down in Article 146 (2) of the Trcaty. The

Chairman shall not vote.



The

1.

2.

Article 12
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text of this Article is replaced by the following:

1If a Member State ascértains that a cosmetic product constituies a
hazard to health, although conforming to the requirements of this

irective and being used as dirccied, this State may, for a maximum
period of one year, prohibit in its territory the sale, putting into circula~
tion or use of the cosmeiic product in questiom. I% shall immediately
communicate this to the ¢ her Hember States and to the Commission,

accompanied by a statement of grounds.

The Commission shall consult the Member States involved within six
weeks. It shall deliver its opinion without delay and take the

NeCcessary mneasures. On the initiative of the Commission it shall

-2 decided without delay, in accordance with the procedure provided

for in Article 100 of the EEC Treaty or with that specified in

Article 11 of this Directive, whether the Directive must be amendceda

 If necessary, the nccessary amendments shall be adopted by Dircctive,

The time limit reforred to in Paragraph (1) shall be extended until
the procedure initiatcd has been completed, but not for more than

one yeal. .

Article 14
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Sceotion 2 is deletede.

Armex TT -- 1ist of substances which cosmetic products must not contain.

The

426,
427,
428,
429.

following substances have been added Yo the list:

Diphenhydramine (2 Benzhydroxy--N,Dimethyletlylamine) and its salts.
p~tert bulyl phenol and 5té allergenic derivatives.
p~tert Tatyl pyrocatechin

Dibydrotachistero? (AT 10)
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430
431

432,
4334
434+
435.
436,
£37.

438,

439,
440.
441,
442
443
444
445.
4460
447

cTten Fo 2{-» Hem%ﬁhlorophane - ig deleted.

T s i 0

The words "and muds" are deleted on P age 4, n

égnoxagggz Pax vt 1

wiourea

Devivatives of tnlouroa, except 1n0%p cxpressly mentioned in

Armex IV,

Dioxene (1.4 diethylene dloVLde)
Morpholine.

Proparations bascd on pyrethrum.
Pvriemino—anisole moleates
Poibenzamnine.
Tetrachlorosalicylanilide.
D‘CHTOTOSQlICJlumll‘dO-‘

Tetrabromosalicylenilide.

Dibvromosalicylamide.

Bithionol.

Thiramic monosulphides,

Tuiramie disulphidoes.

Dimethylformamnidc.
Xylidines (all isomers)s

Benzylidene acetones

Coriiferyl benzoate,; except for normal content in natural fofcluloyale:

uscde

Turocumarin, cxcept for normal content in natural essences uscds

Laurel oil.
Sassafres oil containing safrole.

Iodothymol.

o %

‘List of subitances which cosmetic products must not contain,

a

except subject to the resfrictions laid down.

sty © i RORERpS

second paragrapile

The substences quoted below are added.
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note (1), bepqulno of
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Restrictions
Reference Product Use Maxinum iOther %Conditions
Numbexr permissible. flimitations of use and
concentration %and Awornings
%equireménts‘which mst
| ibe printed]
lon the -
label
a b c d € il
27 Quinine (2) shampoos |0.5%) cxpressed contains
and (b) hair O.2%§ as quinine; iquinine
its salts lotions basc ;
i
—— e l
28 Hydroxy 8- 0.3% expressed inot for
quinoline as’ base use in
and its {anti~
sulphate h;sunburn
‘products,
{post
{sunbathing
products
jand baby
powders
—den - :
11 Formal- ‘ Iprohibited
dehyde lin |
l taerosols
'zy NLTUro solely Oedjo 4
‘ mcthane as :
corrossion
inhibitor
for .,
e.erosol 2
E racks
L. j|




Anncxe IV: Part 1

i

List of orovisionally acccptable substances.

The following is added to item 22 -~ xylocaine:

<

100 ppm in the

finished product

Restrictions
Reference {Product Conditions of
number Use Maximam use and warnings
permissible to be printed on
concerntration the laobel
a b c ol e
|
22 xylocaine jpfter shave [0.1%
é {1idocaine {lotion allowed
|
‘ Us?
) hfter sun
(1ignocainglotion
BP)
The following substancces have been added:
f i
@ | (a) ,
23 fhexochlo~- Boaps and 1% contains
rophane shampoos hexachlorophone
(0) '
y not for use
acrosol 0.15% v Lot
on children
SPYay s
() below the age of
body 0.5% - 10
deodorants
(a)
other 0.1%
Uses N s
i other rastrictions Products for
I . prohibited in | intimate
cosmetic products hygiene not to
for use on children be used
clow the age of T0 drring pregnanc
24 maximun content

R




