
REGULATIONS

COMMISSION REGULATION (EU) 2022/1531 

of 15 September 2022

amending Regulation (EC) No 1223/2009 of the European Parliament and of the Council as regards 
the use in cosmetic products of certain substances classified as carcinogenic, mutagenic or toxic for 

reproduction and correcting that Regulation 

(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 (1), and in particular Article 15(1) and Article 15(2), fourth subparagraph, thereof,

Whereas:

(1) Regulation (EC) No 1272/2008 of the European Parliament and of the Council (2) provides for a harmonised 
classification of substances as carcinogenic, mutagenic or toxic for reproduction (CMR) based on a scientific 
assessment by the Risk Assessment Committee of the European Chemicals Agency. The substances are classified as 
CMR substances of category 1A, CMR substances of category 1B or CMR substances of category 2 depending on 
the level of evidence of their CMR properties.

(2) Article 15 of Regulation (EC) No 1223/2009 provides that substances which have been classified as CMR substances 
of category 1A, category 1B or category 2 under Part 3 of Annex VI to Regulation (EC) No 1272/2008 (CMR 
substances) are to be prohibited from use in cosmetic products. A CMR substance may however be used in cosmetic 
products where the conditions laid down in Article 15(1), second sentence, of Regulation (EC) No 1223/2009 or in 
Article 15(2), second subparagraph, of that Regulation are fulfilled.

(3) In order to uniformly implement the prohibition of CMR substances within the internal market, to ensure legal 
certainty in particular for economic operators and national competent authorities, and to ensure a high level of 
protection of human health, all CMR substances should be included in the list of prohibited substances in Annex II 
to Regulation (EC) No 1223/2009 and, where relevant, deleted from the lists of restricted or allowed substances in 
Annexes III to VI to that Regulation. Where the conditions laid down in Article 15(1), second sentence, of 
Regulation (EC) No 1223/2009 or in Article 15(2), second subparagraph, of that Regulation are fulfilled, the lists of 
restricted or allowed substances in Annexes III to VI to that Regulation should be amended accordingly.

(4) This Regulation covers substances classified as CMR substances of categories 1A, 1B or 2 by Commission Delegated 
Regulation (EU) 2021/849 (3), which will apply from 17 December 2022.

(1) OJ L 342, 22.12.2009, p. 59.
(2) Regulation (EC) No 1272/2008 of the European Parliament and of the Council of 16 December 2008 on classification, labelling and 

packaging of substances and mixtures, amending and repealing Directives 67/548/EEC and 1999/45/EC, and amending Regulation 
(EC) No 1907/2006 (OJ L 353, 31.12.2008, p. 1).

(3) Commission Delegated Regulation (EU) 2021/849 of 11 March 2021 amending, for the purposes of its adaptation to technical and 
scientific progress, Part 3 of Annex VI to Regulation (EC) No 1272/2008 of the European Parliament and of the Council on 
classification, labelling and packaging of substances and mixtures (OJ L 188, 28.5.2021, p. 27).
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(5) With regard to the substance ‘methyl 2-hydroxybenzoate’ (CAS No 119-36-8), with International Nomenclature 
Cosmetics of Ingredient (INCI) name ‘Methyl Salicylate’, which has been classified as a CMR substance of category 2 
(Toxic for Reproduction), a request for the application of Article 15(1), second sentence, of Regulation (EC) 
No 1223/2009 was submitted on 25 May 2021 concerning use of that substance as a fragrance ingredient in 
various cosmetic products.

(6) Methyl Salicylate is used as a fragrance ingredient, flavouring agent and soothing agent in various cosmetic products 
and is currently not listed in the Annexes to Regulation (EC) No 1223/2009.

(7) In accordance with Article 15(1), second sentence, of Regulation (EC) No 1223/2009, CMR substances of category 2 
may be used in cosmetic products where the substance has been evaluated by the Scientific Committee on Consumer 
Safety (SCCS) and found safe for use in such products.

(8) The SCCS concluded in its opinion of 26–27 October 2021 (4) that Methyl Salicylate can be considered safe as an 
ingredient in cosmetic products up to the maximum concentrations provided by the applicant. In light of the 
classification of Methyl Salicylate as a CMR substance of category 2 and the SCCS opinion in its final version, 
Methyl Salicylate should be added to the list of substances restricted in cosmetic products in Annex III to Regulation 
(EC) No 1223/2009.

(9) With regard to all substances other than Methyl Salicylate, which were classified as CMR substances pursuant to 
Regulation (EC) No 1272/2008 by Delegated Regulation (EU) 2021/849, no request for use in cosmetic products by 
way of exception has been submitted. Consequently, the CMR substances that are not already listed in Annex II to 
Regulation (EC) No 1223/2009 should be added to the list of substances prohibited in cosmetic products in that 
Annex.

(10) The substance Sodium N-(hydroxymethyl)glycinate (CAS No 70161-44-3) was classified as carcinogenic of category 
1B and mutagenic of category 2 by Commission Delegated Regulation (EU) 2020/1182 (5). It follows from notes 8 
and 9 to that classification that it is only applicable if it cannot be shown that the maximum theoretical 
concentration of releasable formaldehyde, irrespective of the source, in the mixture as placed on the market is less 
than 0,1 %. In Commission Regulation (EU) 2021/1902 (6), ‘Sodium N-(hydroxymethyl)glycinate’ was erroneously 
added as entry 1669 in the list of prohibited substances in Annex II to Regulation (EC) No 1223/2009, despite the 
fact that it was already listed in entry 51 of Annex V to that Regulation under the chemical name/INN ‘Sodium 
hydroxymethylamino acetate’ as a preservative allowed in cosmetic products under certain conditions. A substance 
should not be listed in both Annex II and Annex V to Regulation (EC) No 1223/2009 and entry 1669 should 
therefore be deleted from Annex II to that Regulation.

(11) The additional condition that was introduced in column h of entry 51 of Annex V to Regulation (EC) No 1223/2009 
by Regulation (EU) 2021/1902 concerning the maximum theoretical concentration of formaldehyde was 
erroneously given a slightly different wording than the condition set out in notes 8 and 9 to the CMR classification 
of ‘Sodium N-(hydroxymethyl)glycinate’. In order to correctly reflect the prohibition of that substance in cosmetic 
products on the basis of the CMR classification, the wording of the conditions should be the aligned and entry 51 
should be adapted accordingly.

(12) Entry 51 of Annex V to Regulation (EC) No 1223/2009 also contains an error in column b with regard to the 
chemical name of the substance. The correct name of the substance is ‘Sodium N-(hydroxymethyl)glycinate’, as 
referred to in Delegated Regulation (EU) 2020/1182.

(4) SCCS (Scientific Committee on Consumer Safety), Opinion on methyl salicylate (methyl 2-hydroxybenzoate), preliminary version of 
24–25 June, final version of 26–27 October 2021, SCCS/1633/21.

(5) Commission Delegated Regulation (EU) 2020/1182 of 19 May 2020 amending, for the purposes of its adaptation to technical and 
scientific progress, Part 3 of Annex VI to Regulation (EC) No 1272/2008 of the European Parliament and of the Council on 
classification, labelling and packaging of substances and mixtures (OJ L 261, 11.8.2020, p. 2).

(6) Commission Regulation (EU) 2021/1902 of 29 October 2021 amending Annexes II, III and V to Regulation (EC) No 1223/2009 of the 
European Parliament and of the Council as regards the use in cosmetic products of certain substances classified as carcinogenic, 
mutagenic or toxic for reproduction (OJ L 387, 3.11.2021, p. 120).

EN Official Journal of the European Union L 240/4 16.9.2022  



(13) Regulation (EC) No 1223/2009 should therefore be amended and corrected accordingly.

(14) The amendments to Regulation (EC) No 1223/2009 that are based on the classifications of the relevant substances as 
CMR substances by Delegated Regulation (EU) 2021/849 should apply from the same date as those classifications.

(15) 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

Annexes II and III to Regulation (EC) No 1223/2009 are amended in accordance with Annex I to this Regulation.

Article 2

Annexes II and V to Regulation (EC) No 1223/2009 are corrected in accordance with Annex II to this Regulation.

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.

Article 1 shall apply from 17 December 2022.

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

Done at Brussels, 15 September 2022.

For the Commission
The President

Ursula VON DER LEYEN
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ANNEX I 

Annexes II and III to Regulation (EC) No 1223/2009 are amended as follows:

(1) in Annex II, the following entries are added:

Reference 
number

Substance identification

Chemical name/INN CAS number EC number

a b c d

‘1681 Tetrafluoroethylene 116-14-3 204-126-9

1682 6,6'-di-tert-butyl-2,2'-methylenedi-p-cresol;[DBMC] 119-47-1 204-327-1

1683 (5-chloro-2-methoxy-4-methyl-3-pyridyl)(4,5,6-trimethoxy-o-tolyl)methanone; pyriofenone 688046-61-9 692-456-8

1684 (RS)-1-{1-ethyl-4-[4-mesyl-3-(2-methoxyethoxy)-o-toluoyl]pyrazol-5-yloxy}ethyl methyl carbonate; tolpyralate 1101132-67-5 701-225-3

1685 Azamethiphos (ISO); S-[(6-chloro-2-oxooxazolo[4,5-b]pyridin-3(2H)-yl)methyl] O,O-dimethyl thiophosphate 35575-96-3 252-626-0

1686 3-methylpyrazole 1453-58-3 215-925-7

1687 N-methoxy-N-[1-methyl-2-(2,4,6-trichlorophenyl)-ethyl]-3-(difluoromethyl)-1-methylpyrazole-4-carboxamide; 
pydiflumetofen

1228284-64-7 817-852-1

1688 N-{2-[[1,1'-bi(cyclopropyl)]-2-yl]phenyl}-3-(difluoromethyl)-1-methyl-1H-pyrazole-4-carboxamide; sedaxane 874967-67-6 688-331-2

1689 4-methylpentan-2-one; isobutyl methyl ketone (MIBK) 108-10-1 203-550-1

1690 Dimethomorph (ISO); (E,Z)-4-(3-(4-chlorophenyl)-3-(3,4-dimethoxyphenyl)acryloyl)morpholine 110488-70-5 404-200-2

1691 Imazamox (ISO); (RS)-2-(4-isopropyl-4-methyl-5-oxo-2-imidazolin-2-yl)-5-methoxymethylnicotinic acid 114311-32-9 601-305-7

1692 Thiamethoxam (ISO); 3-(2-chloro-thiazol-5-ylmethyl)-5-methyl[1,3,5]oxadiazinan-4-ylidene-N-nitroamine 153719-23-4 428-650-4

1693 Triticonazole (ISO); (RS)-(E)-5-(4-chlorobenzylidene)-2,2-dimethyl-1-(1H-1,2,4-triazol-1-methyl)cyclopentanol 138182-18-0 -

1694 Desmedipham (ISO); ethyl 3-phenylcarbamoyloxyphenylcarbamate 13684-56-5 237-198-5’
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(2) in Annex III, the following entry is added:

Reference 
number

Substance identification Restrictions
Wording of 

conditions of 
use and 

warnings
Chemical Name/INN

Name of 
Common 

Ingredients 
Glossary

CAS number EC number Product type, Body parts

Maximum 
concentration in 

ready for use 
preparation

Other

a b c d e f g h i

‘324 Methyl 
2-hydroxybenzoate

Methyl 
Salicylate

119-36-8 204-317-7 (a) Leave-on skin products (except face makeup, 
spray/aerosol body lotion, spray/aerosol deo
dorant and hydroalcoholic-based fragrances) 
and leave on hair products (except 
spray/aerosol products)

(a) 0,06 % Not to be used in 
preparations for 
children under 6 
years of age, with 
the exception of (k) 
“Toothpaste”.’

(b) Face makeup (except lip products, eye makeup 
and makeup remover)

(b) 0,05 %

(c) Eye makeup and makeup remover (c) 0,002 %

(d) Leave-on hair products (spray/aerosol) (d) 0,009 %

(e) Deodorant spray/aerosol (e) 0,003 %

(f) Body lotion spray/aerosol (f) 0,04 %

(g) Rinse-off skin products (except hand wash) and 
rinse-off hair products

(g) 0,06 %

(h) Hand wash (h) 0,6 %

(i) Hydroalcoholic-based fragrances (i) 0,6 %

(j) Lip products (j) 0,03 %

(k) Toothpaste (k) 2,52 %

(l) Mouthwash intended for children aged 
6–10 years

(l) 0,1 %

(m) Mouthwash intended for children above 
10 years of age and adults

(m) 0,6 %

(n) Mouth spray (n) 0,65 %
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ANNEX II 

Annexes II and V to Regulation (EC) No 1223/2009 are corrected as follows:

(1) in Annex II, entry 1669 is deleted;

(2) in Annex V, entry 51 is replaced by the following:

Reference 
number

Substance identification Conditions
Wording of 

conditions of 
use and 

warnings
Chemical name/INN

Name of 
Common 

Ingredients 
Glossary

CAS number EC number Product type, Body parts

Maximum 
concentration in 

ready for use 
preparation

Other

a b c d e f g h i

‘51 Sodium 
N-(hydroxymethyl) 

glycinate

Sodium 
Hydroxyme-
thylglycinate

70161-44-3 274-357-8 0,5 % Not to be used 
unless it can be 
shown that the 
maximum 
theoretical 
concentration of 
releasable 
formaldehyde, 
irrespective of the 
source, in the 
mixture as placed 
on the market is 
< 0,1 % w/w’
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