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»B REGULATION (EC) No 1223/2009 OF THE EUROPEAN PARLIL
COUNCIL

of 30 November 2009

ENT AND OF THE

on cosmetic products
(recast)
(Text with EEA relevance)
(OJ L 342, 22.12.2009, p. 59)

ANNEX 1

>

Impurities, traces, information about the packaging material

The purity of the substances and mixtures.
COSMETIC PRODUCT S4

TY REPORT
T it o By et S i i s i In the case of traces of prohibited substances, evidence for their technical

unavoidability

PART A — Cosmetic product safety information
The relevant characteristics of packaging material, in particular purity and
stability.

1. Q itative and itati ition of the cosmetic product

The qualitative and quantitative composition of the cosmetic product,
including chemical identity of the substances (incl. chemical name, INCL
CAS, S/ELINCS, where possible) and their intended function. In the
case of perfume and aromatic compositions, description of the name and
code number of the composition and the identity of the supplier.

v

Normal and reasonably foreseeable use

The normal and reasonably foreseeable use of the product. The reasoning
shall be justified in particular in the light of warnings and other explanations
in the product labelling.

©

Physical/chémical characteristics and stabi

of the cosmetic product

o,

The physical and chemical characteristics of the substances or mixtures, as Exposure to the cosmetic product

well as the cosmetic product. Data on the exposure to cosmetic product taking into consideration the
findings under Section 5 in relation o

The stability of the cosmetics product under reasonably foreseeable storage

oo 1) The site(s) of application;

w

Micrgbislogleel:qualily 2) The surface area(s) of application;
The microbiological specifications of the substance or mixture and the

cosmetic product. Particular attention shall be paid to cosmetics used

around the eyes, on mucous membranes in general, on damaged skin, on 3) The amount of product applied;
children under three years of age, on elderly people and persons showing

compromised immune responses

4) The duration and frequency of usc;

Results of preservation challenge test.
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»B REGULATION (EC) No 12232009 OF THE EUROPEAN PARLIAMENT AND OF THE

of 30 November 2009

on cosmetic products

(Text with
(OJ L 342, 22.

5) The normal and reasonably foresccable exposure route(s);

6) The targeted (or exposed) population(s). Potential exposure of a specific
population shall also be taken into account.

The calculation of the exposure shall also take into consideration the toxi-
cological effects to be considered (e.g. exposure might need to be calculated
per unit area of skin or per unit of body weight). The possibility of
secondary exposure by routes other than those resulting from direct appli-
cation should also be considered (¢.g. non-intended inhalation of sprays, non-
intended ingestion of lip products, etc.).

Paticular consideration shall be given to any possible impacts on exposure
due to particle sizes.

Exposure to the substances

Data on the exposure to the substances contained in the cosmetic product for
the relevant toxicological endpoints taking into account the information
under Section 6.

Toxicological profile of the substances

of substance
cal endpoints.
irritation). skin

u

Without prejudice to Article 18, the toxicological profile

in the cosmetic product for all rclevant toxic
ticular focus on local toxicity evaluation (skin and

be made.

Al significant toxicological routes of absorption shall be considered as well
as the systemic effects and margin of safety (MoS) based on a no observed
adverse effects level (NOAEL) shall be calculated. The absence of these
considerations shall be duly justified

A relevance)
009, p. 59)

Particular consideration shall be given to any possible impacts on the toxi-
cological profile due to

— particle sizes, including nanomaterials,

impurities of the substances and raw material used, and

— interaction of substances.

Any read-across shall be duly substantiated and justified.

The source of information shall be clearly identified

Undesirable effects and serious undesirable effects

All available data on the undesirable effects and serious undesirable effects
to the cosmetic product or, where relevant, other cosmetic products. This
includes statistical data.

S

Information on the cosmetic product

Other relevant information, e.g. existing studies from human volunteers or
the duly confirmed and substantiated findings of risk assessments carried out
in other relevant areas.
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PART A — Cosmetic product safety information
1. Quantitative and qualitative composition of
the cosmetic product
2 Physical/chemical characteristics and stability of
the cosmetic product
3. Microbiological quality
4. Impuirities, traces, information about the packaging material
5. Normal and reasonably foreseeable use
6. Exposure to the cosmetic
7. Exposure to the Substance
8. Toxicological profile of the substance.
9. Undesirable effects and serious undesirable effects
10. Information on the cosmetic product
PART B — Cosmetic product safety assessment
1. Assessment conclusion
Labelled warnings and instructions of use
Reasoning

2.
3.
4. Assessor's credentials and approval of part B

Post-market surveilance

=

517h 85 A& IE o8

(EIIE4ERZ, 2021d #3235, 2021d 39 49 wWE)

3 ol7igt SEAE 8T
A2ZE F7KR], ESAUE Vg AFEAY ESE 1EE W, tes 2
2 X E AEsor itk
(0 "L 5171, E5 FRE B I AR

@ AE B3 g2

(3) AE AP PART A 1

@ AE g 5% PART A 3,4, 10
(5) AE 2 |3 PARTA 5,6

(6) AE HAMIAM PARTA 2

@ AE LHESENRE PART A 7, 8,9, PART B

Pre-market surveilance
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TA : 84 1tet 7|% | & (Environmental Science and Technology Letters)' A€

HE : 8= FM% Al st H7EHO MR XY +7 02 2ZRE A2 6574

ol 23 AIZS A3 Znt ChUSt RHe| M TE|(UV-filter) H& AE.
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It [RFE: ES&T Letters, 2022]
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=2 XE ¥Z Widening the Lens on UV Filters: Newfound Ubiquity of Triazine UV Filters in
Breast Milk from South China and Implications for Augmented “Cocktail” Exposure in Infants
Environ. Sci. Technol. Lett. 2022, 9, 10, 844-850

Abstract

Our previous work demonstrated triazine UV filters (TA-UVFs) as an emerging class of abundant,

ubiquitous pollutants in the indoor environment; however, information about human exposure to

these novel chemicals remains unknown. In this study, 17 TA-UVFs as well as 9 benzotriazole (BTR)-

UVFs and 6 benzophenone (BP)-UVFs were included in a comprehensive, dedicated screening in

breast milk from South China. In addition to some previously unrecognized BTR- and BP-UVFs, 11

of the 17 TA-UVFs were detected for the first time in breast milk, with ethylhexyl triazone (EHT) and -g___l—_ll 0"

&l
pollutants in humans. The median total concentration of TA-UVFs reached 1350 pg/mL, which is Lﬂi _'I—
nearly half that of BTR-UVFs (3080 pg/mL) or BP-UVFs (3220 pg/mL). More daily use of personal H O J'I.
care products (25 types) significantly elevated breast milk levels for all three classes of UVFs (p < EI’%!

bis-ethylhexyloxyphenol methoxyphenyl triazine (BEMT) as the predominant, omnipresent

0.05) in the studied population. The overall daily intake of UVFs for infants via breast-feeding will
substantially increase by 28% under the median exposure scenario if TA-UVFs are included in an
integrative assessment. The current breast milk levels of TA-UVFs indicate a demand for additional
monitoring and actions to reduce maternal and infant exposure to these emerging contaminants.
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Table S8. Estimated daily intakes (EDIs, ng/kg bw/day) for individual UVFs (with median levels above 200 pg/mL), type-specific UVFs, and a

broad “cocktail” of all existing UVFs for <1, 1-3, 3-6, and 612 months old infants through breastfeeding

<1 month 1-3 months 3-6 months 6-12 months

e (150 mL/kg bw/day) (140 mL/kg bw/day) (110 mL/kg bw/day) (83 mL/kg bw/day)

K MES HES* MES HES MES HES MES HES

EHT NA! 384 747 358 69.7 282 548 212 413
BEMT NA 834 275 738 256 61.2 201 46.1 152
DPDT NA 354 978 330 913 26.0 7.7 19.6 54.1
UV-327 4000 263 43 245 693 193 545 145 411
UV-360 NA 488 180 455 168 358 132 270 99.6
BP-3 20000° 431 708 402 661 316 519 238 392
YuTA-UVFs 203 602 189 561 149 441 112 333
Y7BTR-UVFs 462 1182 431 1103 339 867 256 654
Y«BP-UVFs 483 807 451 753 354 592 267 47
_ZyUVFs 1210 210 1130 2060 889 1620 671 1220

“TDI: tolerable daily intake (ng/kg bw/day); RfD: reference dose (ng/kg bw/day). "MES: median exposure scenario. ‘HES: high-end exposure scenario. “NA: not

available. ‘Data from reference'’.

> Environ Res. 2015 Jul;140:466-73. doi: 10.1016/j.envres.2015.04.017. Epub 2015 May 15.

Synthetic musk compounds and benzotriazole
ultraviolet stabilizers in breast milk: Occurrence,
time-course variation and infant health risk

Sunggyu Lee !, Sunmi Kim 2 Jeongim Park 3, Hai-Joong Kim #, Jeong Jae Lee 3 u, uyeon Choi 3,

Sooran Choi © , Sungjoo Kim 7

9

Su Young Kim 8, Kyungho Choi 2, Sungkyoon Kim 2

Hyo-Bang Moon

Affiliations + expand
AR =2 e
PMID: 25988989 DOI: 10.1016/j.envres.2015.04.017 = 1| (L HO

Abstract

Synthetic musk compounds (SMCs) and benzotriazole ultraviolet stabilizers (BUVSs) are used as
additives in many consumer products. Limited data are available on the accumulation of SMCs in
human fluids, and no data are available on BUVSs. In this study, 208 human breast milk samples were
collected from 87 participants during the lactation period at <7, 15, 30, and 90 days after delivery in
Korea. The total concentrations of SMCs and BUVSs ranged from <LOQ to 1593 (median: 286) ng/g
lipid weight and from <LOQ to 2172 (median: 64.7) ng/g lipid weight, respectively. The residue levels
of HHCB and AHTN in our samples were the highest, compared to those reported in the US, Europe,
and China. The predominant compounds were HHCB and AHTN for SMCs and UV-328 for BUVSs,
consistent with consumption patterns of these contaminants. Over the lactation period, no significant
changes were found in concentrations of SMCs and BUVSs for both parity groups. Maternal age, body
mass index, and parity were not associated with the concentrations of SMCs and BUVSs, while
gestational age and delivery mode were associated with these contaminants. The estimated daily
intakes of HHCB and AHTN were lower than the provisional tolerable daily intake values, suggesting a
limited health risk to Korean infants. This study is the first to comprehensively investigate the current

levels, accumulation features, contributing factors of BUVSs associated with breast milk consumption
in Korea.
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