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[Chemlinked] EU SCCS Consults on Opinions About Butylparaben and
Methylparaben

On June 8, 2023, EU Scientific Committee on Consumer Safety (SCCS) published preliminary
opinions respectively on the use of Butylparaben (CAS No. 94-26-8) and Methylparaben (CAS No.
99-76-3) in cosmetics. The opinions are open for comments until August 21, 2023.7-2

Endocrine disruptors (EDs) are chemical substances that can alter the functioning of the endocrine
system, and consequently produce adverse effects upon human health. In terms of the management
of EDs, the Regulation (EC) No 1223/2009 (Cosmetics Regulation) does not contain specific
provisions. Instead, substances identified as EDs, including Butylparaben and Methylparaben, are
currently subject to the general safety assessment of SCCS. To ensure their safe use in cosmetics,
the European Commission requested SCCS to conduct safety assessments on Butylparaben and
Methylparaben.

Based on the assessments of all available information, including the potential endocrine
effects, SCCS considers the use of Butylparaben and Methylparaben in cosmetics is safe as shown
below:

Substance ldentification Restrictions

Name CAS No. Maximum Concentration

Butylparaben 94.26-8 Preservative 0.14% (as acid)

0.4% (as acid) when used individually

Methyiparaben o Ao Preservative | 89 (as acid) for ester mixtures indicated in the permitted

preservatives list (Entry 12)

Further Reading

‘New EU Regulation on General Product Safety to Take Effect in 2024

EU Adopts the 12th Revision of The SCCS Notes of Guidance for the Testing of Cosmetic Ingredients
and Their Safety Evaluation

*EU to Amend the Use Requirements for 13 Nanomaterials in Cosmetics

Reference Links

[1] SCCS—Preliminary Opinion Open for Comments on Butylparaben (Deadline: 21 August 2023)

[2] SCCS—Preliminary Opinion Open for Comments on Methylparaben (Deadline: 21 August 2023)
=2 : Chemlinked
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[Chemlinked] EU SCCS Finalizes the Opinion as to Salicylic Acid

On December 15, 2022, EU Scientific Committee on Consumer Safety (SCCS) initiated a two-month
public consultation on the preliminary opinion on Salicylic Acid (CAS No. 69-72-7). Taking into
account the feedback received, SCCS published the final opinion on June 9, 2023."

Salicylic Acid commonly serves as a denaturant, conditioning agent, exfoliant, anti-dandruff/anti-
seborrheic agent, and preservative in cosmetics. Currently, its use is subject to restrictions laid

in Regulation (EC) No 1223/2009 (Cosmetics Regulation). In response to concerns over its endocrine
disrupting properties and potential use in oral products, the European Commission requested SCCS
to carry out a safety assessment on Salicylic Acid.

In light of all available information, including the potential endocrine effects, SCCS establishes the
safe use requirements for Salicylic Acid in cosmetics (see the table below). Compared to the current
restrictions outlined in the Cosmetics Regulation, the final opinion now grants its use in oral products

with specific maximum concentration.

Substance identification Restrictions

Maximum

Concentration Othaes

Name CAS No. Function Product Type

Special attention 15 required for
the use of Sallcylic Acid in eye

Presearvative / 0.5% products, as it shows potential
for causing serious damage to
eyes

Rinse-off hair product 3%
Salicylic Acid 869.-72-7
Body otion
Functions other Eye shadow
then Mascara /
- Eyeliner 0.5%
preservative Lipstick

Oral product
Deodorant (non-spray)

Other products 2%

Notes:

1. This opinion does not apply o the use of Salicylates or Salicylic Acid Salts in cosmetics

2. This opinion 18 not applicable (o any sprayable product (Including mouth spray) that may lead to the exposure to end
users lungs by inhalation.

3. The use of Salicylic Acid in products for children under 3 years of age is not assessed by SCCS, as such application
is not allowed in accordance with the Cosmetics Regulation.

Further Reading

*EU to Adopt 11 Changes to the Use Requirements for Cosmetic Ingredients
*EU to Amend the Use Requirements for 13 Nanomaterials in Cosmetics
*EU SCCS Consults on Opinions About Butylparaben and Methylparaben

Reference Links
[1] SCCS—Final Opinion on Salicylic Acid
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[, TBTSEE] Annex lI(HIEF2A1), Annex lll(BigtstE), Annex V(EZA|)
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20233 06 08¥ European Commissionti|Al= EU SH&E F42| Annex Il (HIZH=A]) % Annex
Il (BEfete), Annex (224)) 2| 222 HHsk= HELZ TBT SEES L HSIRSUICE
X 71 M1 LHE2 Of2H LHES & 15HA|7| HEELCE,
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The EU introduced 11 changes to the ingredient lists in Cosmetics Regulation, including:

1) Adding one prohibited ingredient, and ejght restricted ingredients;

2) Amendling the use requirements for two permitted preservatives.

On June 8, 2023, EU notified WTO of a draft regulation that aims at revising the ingredient lists

in Regulation (EC) No 1223/2009 (Cosmetics Regulation). The draft proposes to prohibit and restrict
the use of certain cosmetic ingredients respectively, following the opinions from the Scientific
Committee on Consumer Safety (SCCS), and is open for comments until August 7, 2023."

Detailed amendments to each list are as follows (the text in red indicates revisions to the previous
list):

1. List of Prohibited Ingredients: one added

4-Methylbenzylidene Camphor (CAS No. 36861-47-9 / 38102-62-4) is currently regulated under
the Cosmetics Regulation as a permitted UV-filter. As per opinion SCCS/1640/21, the use of this
substance in cosmetics was potentially risky to human health. Therefore, the draft proposes to
prohibit its use, and delete the corresponding entry from the list of permitted UV-filters.

Substance Identification

Chemical Name / INN CAS No.

3-(4'-methylbenzylidene)-camphor [INCI: 4-

ity idons Canaton 36861-47-9 / 38102-62-4 253-242-6 / -

Further Reading

‘New EU Regulation on General Product Safety to Take Effect in 2024

*EU Adopts the 12th Revision of The SCCS Notes of Guidance for the Testing of Cosmetic Ingredients
and Their Safety Evaluation

*EU to Amend the Use Requirements for 13 Nanomaterials in Cosmetics

Reference Links

[1] G/TBT/N/EU/986 Draft Commission Regulation Amending Regulation (EC) No 1223/2009 as
Regards the Use of Vitamin A, Arbutin, Alpha-Arbutin, and Certain Potential Endocrine Disruptors in
Cosmetics
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7 = 298,450 | 155,937 | 186,604 | 9.9 4.5 4.7 19.7
8 ETE 112,054 | 136,869 | 182,056 | 3.7 4.0 4.6 33.0
9 o= 85,393 128,442 | 158,116 | 2.8 3.7 4.0 23.1

o
=)
iy
i)
2

122,927 | 107,015 | 155,969 | 41 3.1 3.9 45.8

[Zt2Z: Global Trade Atlas (23.3&7|&)]
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