
Regulatory Compliance Report - EU

Date Friday, July 22, 2022
Ultimate expiry date Monday, July 22, 2024
Report number 2022-0078

Product reference 001
Brand name DEMO Brand
Product name DEMO formula - Hydrating hand lotion
Product category Hand Cream/Gel/Lotion

DISCLAIMER

This Regulatory Compliance Report assesses the compliance of the product and its ingredients in their
respective quantities against the requirements of the Annexes II, III , IV, V and VI of the EU Cosmetics
Regulation 1223/2009. The assessment conclusions in this report are based on the regulatory
requirements defined in the named Annexes at the date of this assessment. Any subsequent changes in
the Regulation and the respective Annexes may make this report obsolete. This Regulatory Compliance
Report is not a substitute for the Cosmetic Product Safety Report (CPSR).



Product reference: 001
Report number: 2022-0078 | Date: Friday, July 22, 2022 | www.DIYComplianceManager.com | 2/7

Introduction

This Regulatory Compliance Report shows if the assessed cosmetic product and the ingredients
used in their respective quantities comply with the restrictions and limits defined in the Annexes of
the EU Cosmetics Regulation 1223/2009.

In the assessment the total cumulative quantity of each individual ingredient [1] in the product, as
provided in the Input section, is analysed against the limits, restrictions, conditions and other
requirements defined in the following Annexes of the EU Cosmetics Regulation 1223/2009:

• Annex II - list of ingredients prohibited for use in cosmetic products

• Annex III - list of restricted ingredients in cosmetic products and their respective use conditions

• Annex IV - list of allowed colorants in cosmetic products and their respective use conditions

• Annex V - list of allowed preservatives in cosmetic products and their respective use conditions

• Annex VI - list of allowed UV filters in cosmetic products and their respective use conditions

Below you can find the assessment conclusion [2] for the product, which is based on the assessment
conclusions of the individual ingredients. The Input section lists all input that has been provided for
the assessment. The Assessment section provides detailed conclusions for each ingredient and
ingredient-specific details where applicable.

[1] If an ingredient is present in multiple raw materials, the total quantity in the product summed from
all sources is provided as “cumulative quantity”.
[2] A more detailed description of conclusions is provided in the section Additional info at the end of
this document.

Conclusion for the assessed product

NOT COMPLIANT: This product and one or more of its individual ingredients in their respective quantities
do not comply with the regulations when used as Hand Cream/Gel/Lotion.
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Input

The product-specific information used as input to perform the regulatory compliance assessment
and to create this report is presented below.
The following elements, required for each product, are used as input for the compliance
assessment:

1) Product category
Choosing the appropriate product category (shampoo, nail polish, BB cream etc.) is needed to
ensure that the right limits and conditions are applied. These are product category specific.

2) List of all ingredients with their respective quantities (%) in the product
Listing all ingredients (including carry-over additives from raw materials) and their respective
quantities(%) in the product is needed to correctly assess the product against the specific limits for
each regulated ingredient for the chosen product category.

3) Function of each ingredient in the formulation
Choosing the appropriate function for each ingredient is needed to apply the applicable rules from
the Annexes of the Cosmetics Regulation. These may be function-specific. For substances that can
only have one function (from the regulatory point of view) the appropriate function is automatically
assigned, e.g. Methylparaben will always be assigned the function Preservative.

Product reference 001
Brand name DEMO Brand
Product name DEMO formula - Hydrating hand lotion
Product category Hand Cream/Gel/Lotion

Ingredient Function Percentage

Aqua Ingredient 65.5000 %
Urea Ingredient 10.0000 %
Cetearyl Alcohol Ingredient 8.3000 %
Ceteareth-25 Ingredient 2.7000 %
Titanium Dioxide UV filter 2.5000 %
Persea Gratissima Oil Ingredient 2.5000 %
Glyceryl Stearate Se Ingredient 1.5000 %
Caprylic/Capric Glycerides Ingredient 1.5000 %
Glycerin Ingredient 1.5000 %
Phenoxyethanol Preservative 0.9000 %
Dimethicone Ingredient 0.8000 %
Parfum Fragrance/Aroma 0.7900 %
Tocopheryl Acetate Ingredient 0.5000 %
Citrus Aurantium Dulcis (Sweet Orange) Peel Oil Essential oil 0.5000 %
Allantoin Ingredient 0.2000 %
Triethanolamine Ingredient 0.2000 %
Ethylhexylglycerin Ingredient 0.1000 %
Butylphenyl Methylpropional Ingredient 0.0100 %

100.0000 %
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Assessment

In this section the assessment is presented, both for the product as well as for each individual
ingredient, and where applicable the ingredient constituent(s).

In certain cases an ingredient as such is not regulated, while its constituent is. A constituent is a
substance that is a component of an ingredient, either present naturally (e.g.Furocoumarins in
Citrus derived oils) or from manufacturing and/or processing (e.g.aromatic hydrocarbons in
ingredients derived from Mineral oil).

When specific conditions must be met to ensure the safe and compliant use of an ingredient, these
are indicated with a blue exclamation mark followed by the outline of the use condition. These
conditions may apply to the ingredient itself (e.g. purity criteria for Triethanolamine) or to the
finished product (e.g. mandatory warnings on the product label and the point of sale such as online
platforms).

Assessment of the product DEMO formula - Hydrating hand lotion

NOT COMPLIANT: This product and one or more of its individual ingredients in their respective quantities
do not comply with the regulations when used as Hand Cream/Gel/Lotion.

Assessment of the individual product ingredients

Allantoin | Ingredient | 0.2000 %

Legislation The substance 'Allantoin' is not EU regulated.

Aqua | Ingredient | 65.5000 %

Legislation The substance 'Aqua' is not EU regulated.

Butylphenyl Methylpropional | Ingredient | 0.0100 %

Annex II/1666 The percentage (0.0100%) exceeds the maximum legal threshold
of 0.0000% based on the product category 'Hand
Cream/Gel/Lotion'.

Caprylic/Capric Glycerides | Ingredient | 1.5000 %

Legislation The substance 'Caprylic/Capric Glycerides' is not EU regulated.
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Ceteareth-25 | Ingredient | 2.7000 %

Legislation The substance 'Ceteareth-25' is not EU regulated.

Cetearyl Alcohol | Ingredient | 8.3000 %

Legislation The substance 'Cetearyl Alcohol' is not EU regulated.

Citrus Aurantium Dulcis (Sweet Orange) Peel Oil | Essential oil | 0.5000 %

Annex II/358 The percentage (0.5000%) conforms to the maximum legal
threshold of 100.0000% based on the product category 'Hand
Cream/Gel/Lotion'.

Conditions This ingredient can only be used if the total concentrations of
furocoumarins (e.g. trioxysalan, bergamottin, bergapten, 8-
methoxypsoralen, 5-methoxypsoralen) does not exceed 1 ppm in
sunscreen products, and 15 ppm in other leave-on products.

Regulated constituents May contain the following restricted constituent(s):
Furocoumarines. The concentration of the constituent(s) must be
confirmed with the supplier and further assessed in the Cosmetic
Product Safety Report (CPSR).

Essential oil Essential oil is generally acceptable (not regulated) ingredient, but
requires a detailed review by the safety assessor in the CPSR to
conclude its safety and acceptability and to ensure that the
allergens from fragrance/aroma are adequately included in the
ingredients list when present in relevant quantities.

Dimethicone | Ingredient | 0.8000 %

Legislation The substance 'Dimethicone' is not EU regulated.

Ethylhexylglycerin | Ingredient | 0.1000 %

Legislation The substance 'Ethylhexylglycerin' is not EU regulated.

Glycerin | Ingredient | 1.5000 %

Legislation The substance 'Glycerin' is not EU regulated.

Glyceryl Stearate Se | Ingredient | 1.5000 %

Legislation The substance 'Glyceryl Stearate Se' is not EU regulated.

Parfum | Fragrance/Aroma | 0.7900 %

Legislation The substance 'Parfum' is not EU regulated.
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Fragrance and aroma Fragrance/Aroma is generally acceptable (not regulated)
ingredient, but requires a detailed review by the safety assessor in
the CPSR to ensure that 1) it does not contain any of the banned
fragrance ingredients(e.g.HICC), 2) it does not exceed the safe use
levels indicated in the IFRA declaration and/or safety evaluation
provided by the supplier and 3) the allergens from
fragrance/aroma are adequately included in the ingredients list
when present in significant quantities.

Persea Gratissima Oil | Ingredient | 2.5000 %

Legislation The substance 'Persea Gratissima Oil' is not EU regulated.

Phenoxyethanol | Preservative | 0.9000 %

Annex V/29 The percentage (0.9000%) conforms to the maximum legal
threshold of 1.0000% based on the product category 'Hand
Cream/Gel/Lotion'.

Titanium Dioxide | UV filter | 2.5000 %

Annex VI/27 (Total
nano and non-nano)

The percentage (2.5000%) as calculated for the regulated form
conforms to the maximum legal threshold of 25.0000% based on
the product category 'Hand Cream/Gel/Lotion'.

Tocopheryl Acetate | Ingredient | 0.5000 %

Legislation The substance 'Tocopheryl Acetate' is not EU regulated.

Triethanolamine | Ingredient | 0.2000 %

Annex III/62 The percentage (0.2000%) conforms to the maximum legal
threshold of 2.5000% based on the product category 'Hand
Cream/Gel/Lotion'.

Conditions Not to be used with nitrosating systems. - Minimum purity: 99%. -
Maximum secondary amine content: 0,5 % (applies to raw
materials). - Maximum nitrosamine content: 50 µg/kg. - Keep in
nitrite-free containers.

Urea | Ingredient | 10.0000 %

Legislation The substance 'Urea' is not EU regulated.
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Additional information

If you have any questions about this report, please check the Support section on our website for
more information and to contact us.

www.DIYComplianceManager.com


