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Regulatory Certainty

We ensure that your devices
and management systems
are and remain compliant.
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Fast Market Access

Our expertise and efficient
approach will accelerate market access
and avoid costly delays.
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Focus on Your Core Business

Put your energy into product
development and sales. We take care
of regulatory compliance.

We look forward
to hearing from
you soon!

Scan this QR code,
to contact us.

Contact us or visit our website to learn more
about our services and how we can facilitate
your successful market entry.

Find out how we ensure your
global regulatory compliance
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Authorized Representative
Services and Taking on
Regulatory Roles

We support you in successfully
expanding into new markets and
complying with global regulations.
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https://www.johner-institute.com/contact-us/
https://www.johner-institute.com/

In-country Representation EU, CH, UK, USA,

As your Authorized Representative in Europe and Switzer-

land, Responsible Person in the United Kingdom, and
US Agent in the USA, we ensure your market access.
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Legal Manufacturer EU

As your Legal Manufacturer, we take regulatory
responsibility for your medical devices in Europe.

Quality Management Representative

As your experienced external Quality Management
Representative, we ensure regulatory and normative
compliance of your quality management system.

Person Responsible for Regulatory
Compliance (PRRC)
We offer to support you in the role as PRRC with

several years of experience to ensure regulatory
compliance.

Your trusted partner for the
expansion into new markets

Qy Comprehensive Competence

From approval to quality management
and post-market surveillance: Our experts
support you in mastering all regulatory
challenges.

Qf Decades of Expertise

Benefit from our experience with hun-
dreds of manufacturers. We are familiar
with the regulatory requirements in detail
and avoid typical pitfalls from the outset.
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Qf One Partner for All Markets

We are your single point of contact for
Europe, Switzerland, the United Kingdom,
and the United States.

Qf Guaranteed Reachability

No need to worry about sick leave, vacation
coverage, or time zones: Our global team
of experts is available during your business
hours - even on holidays.




