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MedEnvoy is EN ISO 13485 
certified!

Established and led by experienced and 

reputable regulatory affairs executives, 

MedEnvoy is dedicated to supporting 

medical device companies with compliance 

in their international expansion.
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Importer as an Economic Operator

EU MDR/IVDR ARTICLE 2 ​

MDR/IVDR ARTICLE 13​



Importation Process

Physical
Shipments via air/sea to Union

Fiscal
Customs & VAT handling in Union 

MDR/IVDR
Legal access to Union market



Strategies for meeting importer 
obligations effectively​
Who can be importer?​

EU-based legal entity of Legal Manufacturer​

European Authorized Representative - EAR​

Distributor(s)​

3rd Party Logistics Services Provider(s)​

(Independent) Importer(s) ​
Warehouse Pick, Pack

& Ship
Delivery
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Importer as an Economic Operator

Verification:
• Declaration of Conformity (and CE certificate)
• Technical Documentation
• Appropriate conformity assessment procedure
• Compliance with registration obligations as per 

Article 27 and 29

Identification: 
AR identified on the label and in EUDAMED.

Verification:
• Device CE marked 
• Declaration of Conformity 
• Manufacturer identified and AR designated.
• Devices labelled as per MDR and accompanied by 

required IFU
• UDI assigned by manufacturer as per Article 27 and 

registered in EUDAMED

Identification: 
Importer identified on device, packaging or document 
accompanying the device and in EUDAMED.

Verification:
• Device CE marked 
• Declaration of Conformity
• Importer identified.
• IFU in correct language
• UDI assigned

Identification:
No labeling requirement. Distributor no actor 
registration in EUDAMED.



Obligations Regulatory Importer
Each importation into Union:

Verify:

• CE marking

• EU Declaration of Conformity

• Identification of EAR, Importer and 

Manufacturer

• Labeling per Regulation incl. IFU

• UDI assignment by manufacturer

• Device registration in EUDAMED*

When applicable:

Maintain records of complaints, 

recalls and withdrawals

Forward any complaints from 

healthcare professionals, 

patients or users about 

suspected incidents to the 

manufacturer and the 

authorized representative

Cooperate with NCAs on FSCAs 

and provide samples/grant 

access to the device

Check Transport & Storage conditions

Track Shipments within EU



Obligations Regulatory Importer

• If the device is considered not in conformity 
with Regulation inform the manufacturer and 
the EAR.​

• If the device is considered not in conformity 
with Regulation and presenting a serious risk 
or is a falsified device inform the 
manufacturer, EAR and Competent Authority 
of the Member State of the Importer.​

• If non-conforming device is placed on the 
market and is considered to present a serious 
risk inform the manufacturer, EAR, NCAs and 
NB, if applicable.

* 15 years for implantable devices.

Only place a device on the Union market 
that complies with the MDR/IVDR. ​

Register in EUDAMED as economic 
operator (MDR Art 31, IVDR Art 32) and 
keep information up to date.​

Keep copy of EU DoC, copy of CE 
certificate including any amendments 
and supplements for at least 10 years*.​

https://health.ec.europa.eu/document/download/cbb11a6e-f0f3-4e30-af5e-990f9ef68bc1_en?filename=md_mdcg_2021_25_en.pdf
https://health.ec.europa.eu/document/download/82d9adbc-dbf0-40d4-93ed-ade673c8232a_en?filename=mdcg_2021-27_en.pdf


Labeling requirements
MDR/IVDR
• Identification of the importer on the 

device or on its packaging or in a 
document accompanying the device*.

• Responsibility of the importer but can be 
sub-contracted.

• Labeling shall be in place before placing a 
device on the market.

Legacy devices
• At the discretion of the manufacturer (based on 

Section 2 of MDCG 2021-27)
• Advised to include identification of the importer to 

ensure that their location can be established in 
case of complaints or reports from healthcare 
professionals, patients or users about suspected 
incidents related to a device.

* Accompanying device must reach the end user (MDCG 2021-27)

MedDO/IvDO
• Identification of the importer on the 

device or on its packaging or in a 
document accompanying the device.

UK MDR
• At the discretion of the manufacturer (no MHRA 

requirement to include the UK importer for both 
CE marked devices as well as UKCA marked 
devices).



Common Deficiencies

• Product Verification: 18 out of 30 importers performed incomplete product checks (60%).

• Contact Details: 8 out of 30 importers had incomplete importer information (27%).

• Storage and Transport: 8 out of 30 importers had inadequate storage and transport 
conditions (27%).

• Complaint Handling: 3 out of 30 importers had deficiencies in recording and forwarding 
complaints (10%).

Based on inspections of 30  importers by Swissmedic in 2023​



Common Deficiencies (2)

Based on information from Notified Body audits / Issues raised 
by Competent Authorities
• Declarations of Conformity: Signed after the DoA of the MDR.

• Shipment data collection incomplete: Mandatory data elements missing (e.g. UDI 
information).





www.MedEnvoyGlobal.com

info@MedEnvoyGlobal.com

Thank you
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