COSMETIC PRODUCT SAFETY REPORT
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STATEMENT

This Cosmetic Product Safety Report is protected under the Act of 4 February 1994 on
Copyright and Related Rights. Copying, adapting, sharing, distributing, transforming or
modifying the document or its fragments without the prior consent of Le Coeur Cosmetic
Solutions is prohibited. The exception is the Sanitary Inspection, which has the right to inspect
the entire content of the Report, i.e. parts A and B.

Any attempt to make the document available, with the exception of the Sanitary Inspection,
requires the written consent of Le Coeur Cosmetic Solutions.

We would like to kindly inform you that Le Coeur Cosmetic Solutions is the controller of the
personal data provided in this way. The data subject has the right to request from the
controller access to personal data concerning him/her, rectification, erasure or restriction of
processing, objection to processing, as well as data transfer and withdrawal of consent to the
processing of personal data. In addition, the person has the right to lodge a complaint with
the President of the Office for Personal Data Protection. Le Coeur Cosmetic Solutions obtains



personal data from public registers such as: CEIDG, GUS, KRS. Legal basis: Regulation (EU)
2016/679 of the European Parliament and of the Council of 27 April 2016 on the protection of
natural persons with regard to the processing of personal data and on the free movement of
such data, and repealing Directive 95/46/EC (General Data Protection Regulation)
(hereinafter: GDPR).

LIST OF ABBREVIATIONS:

CPSR - Cosmetic Product Safety Report

CMR - Carcinogenic, Mutagenic or Reprotoxic substances

GMP - Good Manufacturing Practice

PAO - Period After Opening

SCCS - Scientific Committee for Scientific Committee on Consumer Safety
RIVM - National Institute for Public Health and the Environment

Eprod - Estimated daily exposure to the cosmetic product per kg body weight, in
depending on the amount and frequency of application used (Estimated daily exposure to a
cosmetic product per kg body weight, based upon the amount applied and the frequency of
application)

SED - Systemic Exposure Dose

MoS - Margin of Safety

CIR - Cosmetic Ingredient Review

FDA - Agency for Food and Drug Administration
GRAS - Generally Recognized as Safe

ECHA - European Chemicals Agency

HSDB - Hazardous Substance Database

MSDS - Material Safety Data Sheet

SDS - Safety Data Sheet

TDS - Technical Data Sheet
PART A - metic pr f information

1. Quantitative and qualitative composition of the cosmetic
product

The person ordering the report is responsible for information on the quantitative and
qualitative composition of the product, including the trade names of raw materials,
information on suppliers.

The manufacturer declares that the final product and all ingredients of the cosmetic have
not been tested on animals in accordance with art. 18 of Regulation 1223/2009/EC, as well
as the cosmetic product does not contain CMR substances of categories 1A and 1B and 2 in
accordance with Regulation 1272/2008/EC.

The manufacturer confirms that the cosmetic is manufactured in accordance with the GMP

quality system.

1.1Raw material recipe



Trade name or

No .
chemical name

INCI Name

Content in
the
product
(%)

Function

1. | Aquaxyl, Seppic

Xylitylglucoside,
Anhydroxylitol,
Xylitol,

Aqua

Substance
skin conditioning, active
ingredient

Beetroot betaine,
BIESTERFELD

Betaine

Active ingredient

3. | Prodew 500, Barentz

Sodium PCA,
Sodium Lactate,
Arginine,
Aspartic Acid,
PCA,

Glycine,
Alanine,
Serine,
Valine,
Proline,
Threonine

’

Isoleucine

Histidine,
Phenylalanine,
Aqua

Active ingredient

Sp. z 0.0. sp.k.

D-Panthenol 75%, GHP

D Panthenol,
Aqua

Active ingredient

5. | Allantoin, AS

Allantoin

Active ingredient

Sodium gluconate,
IRONCHELEX

Sodium gluconate

Active ingredient

Oliconew
8106, TORIMEX

Aqua

Laminaria Digitata
Extract,
Hydrogenated
Lecithin, Cetyl-PG
Hydroxyethyl
Palmitamide,

Substance
skin conditioning

Ceramide EOP,
Ceramide NS/
Ceramide NG,
Ceramide NP,
Ceramide AS,
Ceramide AP,
Cholesterol,
1,2-Hexanediol

Sodium hydroxide,

Active substance,

8. BIOMUS Sodium Hydroxide bH regulator
G. | Citric acid, GHP Citric Acid PH regulator
Hydroxyethylcellulose
, DERMAPROJECT o .
10. MIROSLAW Hydroxyethylcellulose Active ingredient

BOROWSKA ST.




Xanthan gum, )
1. BlomMus Xanthan Gum Thickener

Earth propanediol, ]
124 \mip/stockmaver | Propanediol Solvent

. Phenoxyethanol

Sharomix EG10- ) .

134 cosmoCHEM (FEOG) | Ethythexylglycerin, Preservative
Aqua

14. Distilled water Aqua Solvent

The provided material safety data sheets and certificates of analysis allow for the
identification of the substances used and a detailed description of their properties
along with data on contaminants. The information contained in the safety data sheets of
individual raw materials allows for the assessment of toxicological properties.

The identification of substances used in the production of the cosmetic is included in Annex 2.

Physical/chemical properties and stability of the cosmetic product
2. 1 Physical/chemical properties of the finished cosmetic product

Application The product is intended for professional treatments to be applied to the skin
around the eyes

Form: liquid

Uniformity: Homogeneous fluid without mechanical impurities
pH: approx. 11

2.2  Stability of the finished cosmetic product

The physicochemical stability test showed that the product is stable under varying
temperature conditions. The test result is included in Attachment No. 3.



The shelf life of the cosmetic product is set at 24 months from the date of production.
The shelf life was determined on the basis of:

e composition of the finished product

e the estimated time of consumption of the cosmetic product by the consumer

e analysis of individual cosmetic ingredients

e experience related to the presence of a product with a similar composition on the
market

2. Microbiological quality

2.1Microbiological quality of substances and mixtures
The raw materials used do not raise any objections from the point of view of
microbiological purity. For raw materials with a low microbiological risk, no microbiological
purity assessment was carried out. The remaining raw materials in terms of quantity and
quality meet the microbiological requirements that allow them to be used in the
production of the cosmetic.

3.2 Microbiological quality of the finished cosmetic product

Stress test Cosmetic product in accordance with PN-EN ISO 17516. The test result is
included in Attachment No. 3.

4. Impurities, trace amounts, information about the material from which the
packaging was made
4.1Trace content of prohibited substances
The content of undesirable substances, heavy metals resulting from contamination of raw
materials and migration from the packaging should not affect the safety of the cosmetic
product.

According to the documentation provided by the manufacturers of the raw materials that
are part of the product, no impurities are found and the purity of the raw materials used in
the product does not raise any objections. Possible contamination with prohibited
substances or residues of prohibited substances appearing in Annex Il to Regulation (EC) No
1223/2009 of the European Parliament and of the Council of 30 November 2009 are
acceptable in trace quantities provided that their amount is unavoidable for technological
reasons (Article 17 of the above-mentioned Regulation).

In the absence of binding specific regulations for heavy metals, many health institutions
around the world have developed their own criteria for assessing the safety of trace
amounts of heavy metals in cosmetics through a reliable scientific toxicological analysis.
Due to the introduction of internal restrictions by some of the Member States, it is
recommended that the content of heavy metals in the finished product does not exceed
the following values: Arsenic, Cadmium - 5ppm, Mercury - 1ppm, Antimony and Lead -
10ppm.

Conclusion: In the evaluated cosmetic product, the content of heavy metals and substances
not allowed as impurities in the finished product on the basis of the presented



the raw material documentation is within the limits of the above-mentioned limits and
does not pose a threat under normal and predictable conditions of use of the cosmetic
product.

4.2Significant properties of the material from which the packaging was made
Type of packaging Manufacturer
1. 10 ml bottle, dark purple, glass, fi 18 1. MEPING Europe Sp. z 0. o., ul. K.
mm Jezewskiego 3a/27, 02-796 Warsaw
2. Dropper 18/415, 52 mm tube, grooved | 2. MEPING Europe Sp. z 0. o., ul. K.
with first opening control, nut and pear Jezewskiego 3a/27, 02-796 Warsaw
black matte, PP and glass

According to the manufacturer's declaration, the packaging is stable under normal and
foreseeable conditions of use. The packaging meets the requirements for packaging in
contact with food.

The results of the mass-package compatibility test confirmed the lack of interaction of the
product with the packaging. Compatibility test report. The results can be found in Annex
3.

Conclusion: The type of packaging used does not adversely affect the stability of the product.

5. Normal and reasonably foreseeable use

The product is intended for professional treatments to be applied to the skin around the
eyes. Rinse-off product. The exact description of the application should be included on
the product label.

6. Exposure to cosmetic product

Product type: Rinse-off product
Place of application: Surface of the eye area
Quantity in single use: 0.02 ¢

Frequency of use: 1x day

Retention rate: 0.01

Application area: 24 cm2

Target population Adults

Body weight 60 kg

* SCCS Notes of Guidance for the Testing of Cosmetic Ingredients and their Safety Evaluation

7. Exposure to substances

7.1 Calculation of the safety margin

Based on the exposure to the cosmetic product, in accordance with SCCS/1647/22
guidelines and using data from manufacturers of substances, opinions of the SCCS scientific
committees, EFSA, toxicological databases (see Annex 2 for data references), a safety
margin was calculated.



Daily product exposure is:
Eprroa= product quantity x frequency x Fr /body weight
Eproa= 0.00000333 mg/kg bw/day

The dose of systemic exposure for the device was calculated from the formula:

SED=Eproa(mg/kg bw/day) x C(%)/100 x DAp(%)/100

where:

DAp - transepidermal absorption; if unknown, 100% is taken

C - maximum concentration of the ingredient in the product
Margin of safety for use

MoS = NOAEL / SED

Maximum
possible
Ingredients according c_:oncen.t rat19n SED MoS
ingredient in
to INCI -
finished
product (%)
Xylitylglucoside 0.05 0,000000001665 MoS>100
Anhydroxylitol 0.034 0,000000001132 MoS>100
Xylitol 0.015 0.0000000005 MoS>100
Betaine 0.1 0.000000333 MoS>100
Sodium PCA 0.15 0.0000004995 MoS>100
Sodium Lactate 0.12 0.0000003996 MoS>100
Arginine 0.08 0.0000002664 MoS>100
Aspartic Acid 0.052 0,000000001732 MoS>100
PCA 0.0427 0,000000001422 MoS>100
Glycine 0.0128 0.000000000426 MoS>100
Alanine 0.012 0.0000000004 MoS>100
Serine 0.008 0.000000000266 MoS>100




Valine 0.0064 0.000000000213 MoS>100

Proline 0.004 0.0000000133 MoS>100

Threonine 0.004 0.0000000133 MoS>100

Isoleucine 0.004 0.0000000133 MoS>100

Histidine 0.016 0.000000000533 MoS>100

Phenylalanine 0.016 0.000000000533 MoS>100

Panthenol 0.75 0.000000024975 MoS>100

Allantoin 0.1 0.0000003330 MoS>100

Sodium Gluconate 0.1 0.0000003330 MoS>100

Laminaria Digitata Extract 0.4 MoS>100
0.000000013320

Hydrogenated Lecithin 0.01 MoS>100
0.000000000333

Cetyl-PG 0.01 MoS>100

Hydroxyethyl 0.000000000333

Palmitamide

Ceramide EOP 0.01 MoS>100
0.000000000333

Ceramide NS/ Ceramide NG 0.01 MoS>100
0.000000000333

Ceramide NP 0.01 MoS>100
0.000000000333

Ceramide AS 0.01 MoS>100
0.000000000333

Ceramide AP 0.01 MoS>100
0.000000000333

Cholesterol 0.01 MoS>100

0.000000000333




1,2-Hexanediol 0.3 0.000000999 MoS>100

Sodium Hydroxide 0.1 0.000000333 MoS>100
Citric Acid 0.1 0.000000333 MoS>100
Hydroxyethylcellulose 1 0.000000333 MoS>100
Xanthan Gum 0.1 0.000000333 MoS>100
Propanediol 5 0.0000001665 MoS>100
Phenoxyethanol 0.915 0.0000003047 MoS>100
Ethylhexylglycerin 0.115 0,00000000383 MoS>100

The toxicological profile of the substances contained in the cosmetic product together with
data on the source of information is included in Annex 2.

8. Adverse reaction and serious adverse reaction

According to the manufacturer's declaration, no undesirable effects and serious
undesirable effects were observed after the use of the cosmetic preparation. Taking into
account the toxicological profile of the substance, the route of exposure, the conditions of
use of the product, no interactions that could affect the safety of use of the product, if
used as intended, are anticipated.

From the data resulting from the toxicological assessment of the product, no objections
are drawn regarding the ingredients used and the expected side effects resulting from
them.

In accordance with the requirements set out in art. 23 of Regulation 1223/2009/EC, the
responsible person is obliged to document and report the adverse reaction caused by the
cosmetic product.

In the event of a serious adverse reaction, the responsible person shall notify the relevant
state authorities. The action of the responsible person and the solution to the problem in
this case can be found in the guide on the websites of the European Commission
-Guidelines onreporting serious adverse reactions:

http://ec.europa.eu/consumers/sectors/cosmetcs/files/pdf/sue_reporting_guidelines_en.pdf

A system should be implemented to respond to any reported cases of serious adverse
reaction after the cosmetic product used.

Information on the adverse reaction must be updated and made available to the person
conducting the safety assessment for the possible need to include changes in the safety
report (art. 10 sec. 1 letter C. of Regulation 1223/2009/EC).


http://ec.europa.eu/consumers/sectors/cosmetcs/files/pdf/sue_reporting_guidelines_en.pdf

G. Cosmetic product information

The product has not been tested on animals in accordance with art. 18 of the Regulation of
the European Parliament and of the Council (EC) of 30 November 2009 on cosmetic
products

Most of the substances used in the product are well known with a long history of safe use
and show a lack of irritant and sensitizing properties.

Note:

The information on the packaging should be adapted to the requirements of
Regulation 1223/2009/EC.

This Cosmetic Product Safety Report is protected under the Act of 4 February 1994 on
Copyright and Related Rights. Copying, adapting, sharing, distributing, transforming or
modifying the document or its fragments without the prior consent of Le Coeur Cosmetic
Solutions is prohibited. The exception is the Sanitary Inspection, which has the right to
inspect the entire content of the Report, i.e. parts A and B.

PART B - Cosmetic product safety assessment

1. Evaluation conclusion

It is concluded that the cosmetic product is safe when used as intended, in accordance
with the instructions for use and under foreseeable conditions. The product does not pose
a foreseeable risk to human health when used intentionally. The safety assessment was
made on the basis of the composition declared by the manufacturer and on the basis of the
data provided on the ingredients and the finished product. The ingredients used and their
amounts in the cosmetic product are acceptable for use in cosmetics in accordance with
Regulation 1223/2009 of 30 November 2009

2. Warnings and instructions for use on the label

Taking into account the guidelines of art. 19 of Regulation 1223/2009 of On November 30,
2009, additional warnings resulting from the presence of specific ingredients are required
on the product label.

The following information should be included on the label:

e For professional use only,
e Avoid contact with eyes,
e May cause blindness.

Taking into account the Regulation of the European Parliament No. 1223/2009 of November
30, 2009 and the Act of October 4, 2018 on cosmetic products, the following information
should be included on the packaging:

e Name and surname/ Company of the person responsible,

e Nominal quantity of the cosmetic in the package in units of weight or volume at the
time of packaging,

e The date until which a given cosmetic product stored under appropriate conditions
fully retains its original properties, and in particular remains in accordance with
art. 3 ("date of minimum durability”),

e Batch number or other data allowing identification of the cosmetic batch,



e Information about PAO,
e The function of the cosmetic, if it is not clear from the product presentation,

e List of ingredients according to the names adopted in the International
Nomenclature of Cosmetic Ingredients (INCI): AQUA, PROPANEDIOL, BETAINE,
XYLITYLGLUCOSIDE, ANHYDROXYLITOL, XYLITOL, PANTHENOL, allantoin, SODIUM
PCA, sodium lactate, arginine, aspartic acid, PCA, GLYCINE, ALANINE, serine,
valine, PROLINE, THREONINE, ISOLEUCINE, HISTIDINE, PHENYLALANINE, ceramide
EOP, ceramide NG, ceramide NP, ceramide ASE, ceramide AP, CETYL-PG
HYDROXYETHYL PALMITAMIDE, CHOLESTEROL, LAMINARIA DIGITATA EXTRACT,
hydrogenated LECITHIN, SODIUM gluconate, hydroxyethylcellulose, XANTHAN GUM,
SODIUM oxide, CITRICHIDE, 1,2-HANEXOLEDI, PHENHINE, ethyl alcohol.

3. Reasoning

e The product subject to the safety assessment is intended for professional
procedures on the skin around the eyes.

e During the research on the product, the physicochemical stability of the finished
product and its compatibility with the packaging were confirmed, the shelf life of
the cosmetic was estimated. The ingredients used in the formulation show no
irritant or sensitizing properties.

e The cosmetic product is placed on the market and there is no information regarding
side effects reported so far.

e The ingredients used to obtain the cosmetic mass have been used in the permitted
concentrations and conditions of use laid down in Regulation 1223/2009/EC.

e The risk assessment of the components was made on the basis of a hazard analysis
of toxicological data, a systemic analysis per product component, in justified cases
a safety margin was determined.

e For the components for which the PODsys systemic toxicity value was available, a
safety margin was determined. In all cases, MoS was greater than 100.

e The toxicological assessment of the ingredients contained in the cosmetic product
(Annex 2) was made on the basis of the data contained in:

- safety data sheet of individual substances

- the CIR Cosmetic Ingredients Database

- fDA database

- hSDB database

- SCCS reviews

- opinion OF ECHA (European Chemicals Agency).

Updating the report should be performed each time in the case of:

e changing the recipe by the manufacturer,



e the appearance of new information about the ingredients,

e change of ingredient supplier (if the raw material quality documentation is
different from the declared raw material),

e changing the packaging and the supplier of packaging in direct contact with the
cosmetic,

e any change in the chemical composition, scope and manner of use, production
process or other relevant data that may affect the safety of the product.

Expert Qualifications and Part B Approval

Name: Katarzyna Flis

MSc. Eng. Chemical technology, cosmetics and drug production

alifications: e - : . .
NI specialist, URPL specialist for registration of medicinal

products
Address: UL. Potudniowa 24B, 05-807 Turtle
Phone: 793 457 771
Email: k.flis@lecoeur.pl

Proof of qualification of the person conducting the safety assessment is made available
upon request by e-mail k.flis@lecoeur.pl

Turtle, on 25.08.2025

Signature
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