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Cosmetic Services

Yordas Group offers a comprehensive suite of services tailored to cosmetic
products, including the EU Cosmetic Products Regulation (Regulation (EC) N°
1223/2009) and other cosmetic legislation around the world.

EU Responsible Person
Services

Each cosmetic product placed on
the EU market must be allocated a
Responsible person. Yordas Group
offers Responsible Person services
for cosmetic products, where we:

e Take responsibility for the
products’ regulatory compliance

e Manage associated regulatory
obligations for your products
(e.g. post-marketing surveillance)

+ Communicate with competent
authorities

Compliance Documents and
Reports

Yordas Group can create, maintain
and store regulatory reports and
assessment documentation required
for your cosmetic product compliance
around the world.

For example, in the EU the Cosmetic
Products Regulation requires the
following to be prepared and stored:

e The Product Information File (PIF)
- Contains information on the
product and its production

e Cosmetic Product Safety Report
(CPSR) - Contains information
derived from scientific reviews
to demonstrate the safety of the
cosmetic product

Testing

Yordas Group collaborates closely
with an established network of service
providers to offer the full suite of
testing services, including:

e Toxicology
*  Microbiology
e Claim substantiation

We offer guidance and impartial
advice to our clients to develop
relevant testing strategies that aim
at minimising testing while meeting
regulatory requirements.
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Yordas recognises the importance of cosmetic products and the daily impact
they have on the lives of consumers. Consumer safety is our highest priority and
our aim is to help you meet compliance to develop safe products for consumers.

Formulation Assessments

Yordas Group can advise on product
formulation, helping you to design

and customise your ingredient list to
meet your regulatory obligations. With
regulatory and technical experts to
assess and advise, your product can be
safely tailored with your goals in mind.

Using modelling and our in-depth
chemicals knowledge we can also
suggest alternative assessments to
replace ingredients which may be of
concern.

Labelling & Claims

Our hazard communication experts
are on hand to help design and review
your cosmetic products labels to
ensure the information and claims
presented are suitable, accurate and
compliant with the relevant cosmetic
products regulation.

Yordas Group can also advise on the
packaging for the cosmetic product, to
ensure that the container meets the
regulatory requirements.

Yordas Hive provides a
comprehensive chemicals
management solution that enables
clients to manage their product
portfolio with alerts of regulatory
changes that affect their products.

*  Empower clients to manage their
chemical compliance
e Customised compliance updates

e Accurate regulatory information
tailored to the client’s products

Learn more...
yordasgroup.co.uk/hive



EU Cosmetic Product

Notification Roadmap

To market a cosmetic product in compliance with the Cosmetic Products Regulation (Regulation (EC) N° 1223/2009) involves a
number of steps which have been outlined in the form of this EU regulatory roadmap:

First, Yordas can conduct a Cosmetics Scoping Assessment to determine if the product is considered a cosmetic product in the
relevant regulatory landscape.

A Responsible Person is a legal or natural person based in EU. This person is responsible for ensuring compliance of the
cosmetics products. Yordas Group offers Responsible Person services.

Yordas can conduct a formulation review to ensure the product does not contain prohibited substances and that there are no
ingredients above limits set out by the regulation. A review of the toxicological profile of each ingredient is also conducted.

Yordas Group can generate PIF files and hold them for cosmetic products as the Responsible Person. The PIF includes the
following information:

»  Description of cosmetic product compliance

*  Cosmetic Product Safety Report (CPSR) e Proof of effect claimed by the cosmetic product, with a
*  Product is evaluated to ensure it is safe for use substantiation of all claims

«  Must be carried out by a qualified safety assessor « Dataon animal testing

*  Method of manufacture and statement on GMP

Yordas can create compliant labels, including translation to required languages.



The Cosmetic Product Notification Portal (CPNP) is the online notification system used to notify the European Commission
for the relevant territory. Prior to placing a product on the market, specific information must be notified to the Commission
electronically through means of the CPNP. The Commission then makes this information available to the competent authorities.

Following the successful completion of the previous steps, the product may be placed on the market. It should be noted that
placing the product on the market may be subject to additional requirements depending on the territories selected.

The Responsible Person manages the post-marketing surveillance. Part of this activity requires the PIF to be retained for 10

years after the product has been removed from the market.
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Gafety Assessments Explained

Before a product can be placed on the market it must
undergo a safety assessment by a qualified professional.

Yordas Group's safety assessor can assess your products to
generate the Cosmetic Products Safety Report (CPSR). This
assessment takes into account the toxicological profile and
the exposure level for each ingredient while considering the
intended place where the cosmetic product will be applied
(e.g. face, body etc) and for how long. Additionally, the
assessment in the CPSR considers the type of persons for

/Post-Market Surveillance Explained

Post-Market Surveillance is in force for cosmetic products
on the EU market to protect the health of consumers.
Surveillance is conducted by the Responsible Person using
a harmonised approach to investigate, document and
report incidents of undesirable effects relating to cosmetic
products use.

Our post-market surveillance activities also include
monitoring of regulatory changes that may impact the
conditions for which your cosmetic product may be placed

kwhom the product is intended (e.g. children, adults etc).
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on the market within defined territories.
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About Yordas

Yordas is a leading provider of scientific, environmental, human health, and global
regulatory consulting services. Our unique collaborative approach is designed to build
strong working relationships, allowing us to create a customised and integrated service
specifically tailored to the needs of each individual customer.

Contact us

4 info@yordasgroup.com
k www.yordasgroup.com



