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CH-Rep: Basics

• Purpose: Act on manufacturer's behalf

• How: Mandate from manufacturer 
• Accepted in writing

• Liability: Jointly and severally
• With the manufacturer 

for defective devices

• PRRC 
• Permanently and continuously at disposal
≠ available within their organization
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Manufacturer is not established in Switzerland

• the device may only 
be placed on the 
Swiss market 

• if the manufacturer 
designates a CH-Rep
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placing on the market means
the first making available of 
a device on the market 

making available means any 
supply […] for distribution, 
consumption or use on the 
market in the course of a 
commercial activity, whether 
in return for payment or free 
of charge 



Liechtenstein 

• Free movement of goods
• European Union: EEA
• Switzerland: Trade Union 

• Parallel legislation
• Swiss law, including AThP and MedDO
• EU, including EU-MDR 
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Does the placing on the market
= first making available
have effect for the other jurisdiction?



Requirements for placing on the market

• Only conforming MedD
• Comply with essential safety and performance

requirements

• Authorization for non-conforming MedD
• Swissmedic
• Limited to exceptional cases

• Compassionate Use
• Without Swissmedic authorization
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Healthcare Professional Exception (1)

Until 26 May 2021: 
• The first placing on 
the market is also

• the use by medical
professionals
of a medical device 

• directly imported from 
a third country
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After 26 May 2021: 
• Anyone who directly 

uses a product from 
abroad

• as a healthcare
professional

• without placing it on 
the market

• is responsible for the 
conformity of the product



Healthcare Professional Exception (2)

Responsible for the 
conformity of the product: 
• who directly uses a 

product from abroad 
• without placing it on the 

market 
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Irrespective of:
• Declaration of conformity
• Swissmedic exemption

Use not limited to: 
• Compassionate use
• Medical professional
• EU-origin



How to avoid civil and criminal liability?

• How can the Swiss AR avoid civil and
criminal liability?
• Prohibit parallel imports?
• MDR vs. Anti-trust law

• Sanctions up to 10 per cent of 
the turnover in Switzerland in the 
preceding three financial years
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The elimination of effective competition is 
presumed […] in distribution contracts 
regarding the allocation of territories to 
the extent that sales by other distributors 
into these territories are not permitted
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