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II

(Non-legislative acts)

REGULATIONS

COMMISSION REGULATION (EU) No 1003/2014
of 18 September 2014

amending Annex V to Regulation (EC) No 1223/2009 of the European Parliament and of the
Council on cosmetic products

(Text with EEA relevance)

THE EUROPEAN COMMISSION,
Having regard to the Treaty on the Functioning of the European Union,

Having regard to Regulation (EC) No 1223/2009 of the European Parliament and of the Council of 30 November 2009
on cosmetic products ('), and in particular Article 31(1) thereof,

Whereas:

(1)  The mixture of Methylchloroisothiazolinone (and) Methylisothiazolinone with magnesium chloride and magne-
sium nitrate is currently allowed as a preservative in all cosmetic products at a maximum concentration of
0,0015 % of a mixture in the ratio 3:1 of Methylchloroisothiazolinone (and) Methylisothiazolinone respectively.

(2)  The Scientific Committee on Consumer Safety (SCCS) adopted an opinion on the safety of the mixture Methyl-
chloroisothiazolinone (and) Methylisothiazolinone on 8 December 2009 (3.

(3)  The SCCS concluded that the mixture of Methylchloroisothiazolinone (and) Methylisothiazolinone in a ratio
of 3:1 does not pose a risk to the health of the consumer when used as a preservative up to a maximum
authorised concentration of 0,0015 % in rinse-off cosmetic products, apart from its skin sensitising potential.
The SCCS indicated that induction and elicitation would be less likely in a rinse-off product than when the same
concentration is present in a leave-on product.

(4)  The issue of stabilizers for that mixture was addressed by the Scientific Committee on Cosmetic Products and
Non-Food Products intended for Consumers (SCCNPF), subsequently replaced by the Scientific Committee on
Consumer Products (SCCP), pursuant to Commission Decision 2004/210/EC (?), subsequently replaced by the
SCCS, pursuant to Commission Decision 2008/721/EC (%), in an opinion of 24-25 June 2003 (°). The Committee
stated that, taking into account that the active ingredients and their ratio remain unchanged in current commer-
cialised cosmetic products and that the concentration of the stabiliser system in the finished cosmetic products is
negligible, the replacement of magnesium chloride and magnesium nitrate by copper sulphate or any other

() OJL342,22.12.2009, p. 59.

() SCCS[1238/09.

(®) Commission Decision 2004/210/EC of 3 March 2004 setting up Scientific Committees in the field of consumer safety, public health and
the environment (O] L 66, 4.3.2004, p. 45).

(*) Commission Decision 2008/721/EC of 5 September 2008 setting up an advisory structure of Scientific Committees and experts in the
field of consumer safety, public health and the environment and repealing Decision 2004/210/EC (O] L 241, 10.9.2008, p. 21).

() SCCNFP/0670/03, final.
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authorised cosmetic ingredient as a stabiliser system in the mixture of Methylchloroisothiazolinone (and) Methyli-
sothiazolinone does not alter the toxicological profile of that mixture. When requested by the Commission to
clarify the interpretation of the word ‘authorised’, the Committee replied, in an opinion of 7 December 2004 (}),
that the expression ‘authorised cosmetic ingredient’ should be interpreted as ‘any ingredient which, in the light of
the Cosmetics Directive (), is allowed or not prohibited and may be used in cosmetic products, provided that any
substance belonging to the classes of ingredients listed in the Annexes III-VII () of the Directive may be used
only if it is included in the respective annex’. In addition, the conclusion of the SCCS opinion of 8 December
2009 contains an assessment of the safety of the mixture itself and makes no reference to the stabilisers taken
into consideration.

(5)  In light of the SCCS opinion mentioned above, the Commission considers that, in order to avoid a potential risk
to human health, the use of the mixture of Methylchloroisothiazolinone (and) Methylisothiazolinone should be
restricted as recommended by the SCCS, while the reference to the stabilisers magnesium chloride and magne-
sium nitrate should be deleted from its chemical name.

(6) It should be clarified that the use of the mixture of Methylchloroisothiazolinone (and) Methylisothiazolinone is
incompatible with the use of Methylisothiazolinone alone in the same product, as it would alter the ratio 3:1
allowed for the mixture (¥).

(7)  Regulation (EC) No 1223/2009 should therefore be amended accordingly.

(8)  The application of the above-mentioned restrictions should be deferred to allow the industry to make the neces-
sary adjustments to product formulations. In particular, undertakings should be granted nine months to place on
the market compliant products, and eighteen months to withdraw from the market non-compliant products after
the entry into force of this Regulation.

(9)  The measures provided for in this Regulation are in accordance with the opinion of the Standing Committee on
Cosmetic Products,

HAS ADOPTED THIS REGULATION:

Article 1

Annex V to Regulation (EC) No 1223/2009 is amended in accordance with the Annex to this Regulation.

Article 2

From 16 July 2015 only cosmetic products which comply with Regulation (EC) No 1223/2009 as amended by this
Regulation shall be placed on the Union market.

From 16 April 2016 only cosmetic products which comply with Regulation (EC) No 1223/2009 as amended by this
Regulation shall be made available on the Union market.

() SCCP/0849/04.

(*) Council Directive 76/768/EEC of 27 July 1976 on the approximation of the laws of the Member States relating to cosmetic products
(OJL262,27.9.1976,p. 169).

(}) The Commission assumes that the SCCP wanted to refer to the substances functioning as colorants, preservatives or UV-filter, which
need to be explicitly authorized by being listed in Annexes IV, VI and VII to Directive 76/768/EEC. Those three Annexes should therefore
be mentioned, and not “Annexes I1I-VII”.

(*) This is in line with the SCCS’s opinion on Methylisothiazolinone of 12 December 2013 (SCCS/1521/13) which clearly states that Methy-
lisothiazolinone should not be used as an addition to a cosmetic product already containing the mixture Methylchloroisothiazolinone
(and) Methylisothiazolinone.
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Article 3

This Regulation shall enter into force on the twentieth day following that of its publication in the Official Journal of the
European Union.

It shall apply from 16 July 2015.

This Regulation shall be binding in its entirety and directly applicable in all Member States.

Done at Brussels, 18 September 2014.

For the Commission
The President
José Manuel BARROSO



Entries 39 and 57 of Annex V to Regulation (EC) No 1223/2009 on cosmetic products are replaced by the following:

ANNEX

Substance Identification

Conditions

Product type,

Maximum concentration in

Wording of conditions of

Reference Chemical name/INN Name of Common Ingredients CAS number EC number : Other .
number Glossary Body parts ready for use preparation use and warnings
a b c d e f g h i
39 Mixture of 5-Chloro- Methylchloroisothiazoli- 26172-55-4, | 247-500-7, | Rinse-off 0,0015 % (of a mixture in
2-methyl-isothiazol-3 none (and) Methylisothia- 2682-20-4, 220-239-6 | products the ratio 3:1 of 5-chloro-
(2H)-one and 2-methyli- | zolinone (?) 55965-84-9 2-methylisothiazol
sothiazol-3(2H)-one 3(2H)-one and 2-methyli-
sothiazol-3 (2H)-one)’
‘57 2-Methyl-2H-isothiazol- | Methylisothiazolinone () 2682-20-4 220-239-6 0,01 %

3-one

(") Methylisothiazolinone is also regulated in entry 57. The two entries are mutually exclusive: the use of the mixture of Methylchloroisothiazolinone (and) Methylisothiazolinone is incompatible with the use of

Methylisothiazolinone alone in the same product.
(3 Methylisothiazolinone is also regulated in entry 39 in a mixture with Methylchloroisothiazolinone. The two entries are mutually exclusive: the use of the mixture of Methylchloroisothiazolinone (and) Methyli-

sothiazolinone is incompatible with the use of Methylisothiazolinone alone in the same product.
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