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EcoComply AR Guide

EU Authorised
Representative
(AR) Selection
Checklist

How non-EU manufacturers can choose a legally valid and
operationally reliable AR for the EU market




WHY CHOOSING THE RIGHT
AR MATTERS

Understanding the implications of selection

Choosing an EU Authorised Representative is not
an administrative formality.

It directly affects your ability to:

« Respond to EU market surveillance authorities

« Provide technical documentation under short deadlines

« Manage product investigations and corrective actions

« Maintain uninterrupted access to the EU market
A weak AR only becomes visible when something goes wrong, and by
then, it’s too late.

KEY CONSIDERATIONS




WHAT AN AR LEGALLY DOES
(AND DOES NOT DO)

Understanding Roles and Limitations

What an AR Can Do What an AR Cannot Do
« Hold and provide technical documentation to « Take over manufacturer responsibility for
authorities compliance
« Cooperate with market surveillance authorities « Create missing technical documentation for you
« Act as your official EU contact point « “Guarantee” approval or prevent inspections
« Perform tasks defined in a written mandate « Replace proper product compliance work

The manufacturer always remains legally responsible.
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KEY NOTES



™
Red Flags to WatchRED FLAGS WHEN
EVALUATING AR PROVIDERS

EU Registration

Ensure the AR provider can provide verifiable
proof of their EU business registration.
Without this, they may lack the legal authority

necessary to represent your interests in the EU.

No Authority Process

If an AR cannot demonstrate a documented
process for managing authority requests, it
indicates a lack of preparedness. A robust
process is essential for timely compliance with
regulatory demands.

Refusal to Sign

Be cautious if an AR refuses to sign a detailed
written mandate. This is crucial for defining
the scope of responsibilities and establishing a
legal relationship between parties.

Unrealistic Promises

Be wary of ARs that make unrealistic claims,
such as guaranteeing compliance or stopping
authorities from contacting you. These
promises often indicate a lack of genuine
capability and reliability.

Just an Address

Avoid ARs that market themselves as “just an
address.” They must provide comprehensive
services, including documentation handling
and communication with authorities, not
merely a physical location.

RED FLAGS



VERIFY

Your AR must be able to function under pressure.

Document Handling

Your AR must demonstrate a structured
process for managing technical
documentation requests, ensuring compliance
with regulations while maintaining accessibility
for authorities when needed.

Escalation Procedures

Verity that the AR has clear internal
escalation procedures for urgent situations,
allowing for efficient resolution of issues and
minimizing potential operational risks.

Authority Response

Confirm that your AR has defined workflows
in place for responding promptly to authority
requests, showcasing their ability to meet
deadlines and address urgent inquiries.

Secure Retrieval

Ensure that your AR implements secure and
fast retrieval methods for documentation,
facilitating timely access to necessary files
during audits or inspections.

-
OPERATIONAL CAPABILITIES TO =

Version Control

It's crucial that your AR utilizes a robust
version control system for technical
documentation, ensuring that all parties have
access to the latest and most accurate
information.

IMPORTANT CONSIDERATIONS



LEGAL ESTABLISHMENT & MANDATE ‘,h
REQUIREMENTS

Legally Established Verifiable Entity Formal Mandate

An EU Authorised Representative must be The AR must possess a verifiable legal entity, A formal written mandate is essential, clearly
legally established within the EU, ensuring distinct from mere mailbox services, ensuring outlining the tasks and responsibilities of the
compliance with regional regulations and that they can be held accountable for their AR, thus establishing the legal framework of
maintaining a physical presence for effective responsibilities and obligations in the EU their role in representing the manufacturer.
communication with authorities. market.

Defined Tasks Correctly Identified

Clearly defined tasks and limits of The AR must be correctly identified on all

responsibility help delineate the scope of the relevant documentation where required,

AR's work, ensuring both parties understand providing transparency and demonstrating

their roles and minimizing potential disputes or  compliance with EU legislation, which is critical

misunderstandings. for market access.

KEY REQUIREMENTS 6



MARKET SURVEILLANCE RESPONSE

READINESS
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Authorities may request documentation with short deadlines. Execution speed and
discipline matter more than marketing promises.

Acknowledge Requests

Your AR must acknowledge authority requests
swiftly to ensure compliance and demonstrate

readiness in responding to inquiries from
market surveillance authorities without
unnecessary delays.

Maintain Communication

Consistent communication logs must be
maintained by your AR to document
interactions with authorities, ensuring
transparency and accountability throughout
the product compliance process for your
records.

Retrieve Technical File

It’s essential that your AR can quickly retrieve

the correct technical file version when
requested, showcasing their efficiency and
preparedness during urgent market
Inspections or inquiries.

Support Actions

Your AR must be prepared to support any
necessary corrective actions swiftly,
demonstrating their capability to collaborate
effectively with manufacturers during
compliance challenges or product
Investigations.

Submit Documents

Your AR should have a clear process for
submitting required documents within the
authority's deadlines, emphasizing their
reliability in maintaining compliance and
supporting your operations effectively.

KEY CONSIDERATIONS



Questions to Ask an AR

Process

Inquire about their documented process for
handling authority document requests to
ensure efficiency and compliance throughout
the interaction, especially during urgent
situations requiring immediate attention.

Pricing

Ask for a detailed breakdown of what is
included in their annual fee versus any
additional costs. Clear pricing ensures there are

No unexpected charges during your
partnership with the AR.

Storage

Clarify how your potential AR stores and
manages documentation, focusing on their
version control practices and data security
measures to protect sensitive information from
unauthorized access or loss.

Interaction

Request an example of a real authority
interaction they managed. Serious providers
will offer clear and specific insights into their
experience, demonstrating their capability in
handling regulatory matters.
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Updates

Discuss what procedures are in place for
handling updates to technical files.
Understanding their approach will help ensure
compliance with evolving regulatory
requirements and maintain accurate
documentation.

IMPORTANT NOTES



Documenting Due Diligence

Evaluation Notes

Record all notes taken during the evaluation
process, including assessments of potential AR
providers, ensuring that every detail is
meticulously documented for future reference
and accountability.

Scope of Services

Document the defined scope of services that
the AR will provide, specifying all tasks and
expectations to avoid ambiguity and ensure
that all parties understand their roles clearly.

Evidence Reviewed

Collect and store all evidence reviewed during
the selection process, such as procedures,
registrations, and references, to demonstrate
thoroughness and compliance diligence to
regulatory authorities.

Communication Logs

Maintain detailed communication logs
throughout the onboarding process, capturing
all interactions with the AR to provide a record
that can be referenced in case of future
discussions or disputes.
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Signed Mandate

Ensure a signed mandate is obtained from the
chosen AR provider, clearly outlining their
responsibilities and the terms of the
relationship, protecting both parties legally and
operationally.

COMPLIANCE RECORDS



Your AR under 48 hours, end to end
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« EcoComply provides structured EU Authorised
Representative coverage with real operational processes

« Centralised document control and evidence readiness for
market surveillance requests

« AI-powered gap checks plus regulatory experts to keep

your AR setup audit-ready as products evolve

Phone
+49 163 9535715

Email

hello@ecocomply.ai

Location

EcoComply GmbH

c/o Campus Founders
Bildungscampus 11

74076 Heilbronn, Germany

Website

www.ecocomply.ai

EcoComply UK
AR LTD 86-90 Paul Street
London, EC2A 4NE


tel:+31(0)103212116

Key EU Legal References

EU Blue Guide

The EU Blue Guide outlines the roles and
responsibilities of economic operators in
ensuring product compliance and market
access across the European Union's regulatory
landscape.

Sector Legislation

Sector-specific legislation such as RED, EMC,
LVVD, and MDR outlines tailored compliance
requirements for various product categories,
ensuring that manufacturers adhere to
stringent quality and safety standards.

Regulation 2019/1020

Regulation 2019/1020 focuses on enhancing
market surveillance and compliance
enforcement for products sold within the EU,
ensuring effective oversight and accountability
from manufacturers and authorized
representatives.
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GPSR 2023/988

The General Product Safety Regulation (GPSR)
2023/988 establishes safety requirements for
consumer products, mandating that all items
must be safe for use and adequately
documented for compliance.

LEGAL REFERENCES SUMMARY

11



