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Your consultant and
representative on the EU,
UK & Swiss markets

Your trusted partner for
regulatory compliance

We create compliance for
safer markets

Since 1988, our mission
has been to deliver the
most effective compliance
processes to our clients




What is it all about?

Product compliance and sales in the EU market.

What are we going to do?

We will ensure that your products meet the
regulatory requirements. We will review your
technical file and help obtain the CE marking.

Cooperate with the competent authorities and
take actions to eliminate or mitigate any risks
posed by a product.



Authorised Representative

Specific tasks:

® Keep the DoC and technical documentation for 10
years after a product has been placed on the market.

® Upon request, provide the competent authorities
with all the information necessary to demonstrate
the compliance of a product.

® (Cooperate with the competent authorities, at their
request, on any actions taken to eliminate the risks
posed by a product.




How long will it take?

% 40 working days STEP

EU market

Certificates
(14 working days)

Full review & feedback on all devices
(25 working days)

Instructions (on technical documentation
& labels) (1 working day)

Need a faster turnaround?

Agreement review & Signature
Payment remittance

Choose between 9-7-3 working
days delivery




Why choose Obelis?

EXPERIENCE

We provide CE Marking advisory and Authorised Representative
services since 1988. With more than 35 years of experience, we
have helped thousands of brand owners penetrate the EU, UK &
Swiss markets.

ISO CERTIFICATION

Our operations and procedures are certified against [SO
9001:2015 and ISO 13485:2016. Our compliance team is
comprised of lawyers, chemists, pharmacists, and other
regulatory experts.

COMMITMENT TO COMPLIANCE

We know that our consultants can be very meticulous in their
compliance review process, but our objective remains firm:

to see your products on the EU market without any incidents or being
blocked at customs! We are committed to your success, and we are
proud to see our customers grow their business and sales revenues
through our compliance services.



https://www.youtube.com/watch?v=JykmpwV4kx0&t=21s
https://www.youtube.com/watch?v=JykmpwV4kx0&t=21s

What services will we provide?

European Authorised Representative
Technical Documentation Review
Product Classification

Notified Body Selection and Negotiation
Label Review

Consultancy & Regulatory Updates
Regulatory Trainings

|dentification of Standards
Post-Market Activities

On-site-visits- Technical Documentation




PRODlaw.eu

GUIDING MANUFACTURERS THROUGH
EUROPEAN LEGISLATION

o All latest regulatory updates and industry insights SUBSCRIBE TODAY

e Collection of public documents (templates,
opinions, guidelines and more)
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e Webinars and other educational tools




To Summarise:

What is it all about?

Product compliance and sales in the EU market

How long will it take?

e 40 working days under our basic package
e 9,7 or 3 working days if you upgrade to one our VIP packages

Why choose Obelis?

e 35 years of service

e Highest standard of service

e Unique Expertise on PPE, TSD, EMC, LVD, PED, RED, MD, RED,
GPSD compliance

e Commitment to compliance and to our customers

Your trusted partner for regulatory compliance!
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Request our

Service Agreement Today!

Questions?

Your consultant and
representative on the EU,
UK & Swiss markets

Your trusted partner for
regulatory compliance

We create compliance for
safer markets

Since 1988, our mission
has been to deliver the
most effective compliance
| processes to our clients
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