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Welcome to our Medical Devices Newsletter. 
  

Visit our dedicated webpage   
  

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fhelp.salesforce.com%2FarticleView%3Fid%3Dpardot_view_online_link.htm&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7Cea5c0bdffeb64e04d86508dcfa5aa27d%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638660514412454541%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=gDgue3qhhSnioJAdM9ub%2FO0Ml%2B5m2%2BAuWm84NTm%2F%2BOo%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=http%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fcapabilities%2Fmedical-devices%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DBottomCTA%26utm_campaign%3Dgl-rs-md-thght-os-nst-nsp-mp-newsletter-1024&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7Cea5c0bdffeb64e04d86508dcfa5aa27d%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638660514412486136%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=QZBx%2FTuR8pnP0%2FvSPeSY5SPSjnPL0Nr7tIqp5Mu3INg%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2F&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7Cea5c0bdffeb64e04d86508dcfa5aa27d%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638660514412470345%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=KsiyFAMVT050PEWAX1jEDaGX6cBT9lYQXj%2B61UV9A%2FU%3D&reserved=0


 

  

We are pleased to share BSI Notified Body capacity and lead times for MDR and IVDR 

applications and Conformity Assessments. This information is based on BSI’s 

interpretation of these terms, considering our operational processes and client 

feedback relating to information that would be the most useful in enhancing 

transparency and predictability of MDR/IVDR applications, and certification processes 

for manufacturers. 

 

BSI commits to updating the capacity and lead times on a regular basis, and the 

capacity and lead times presented below should be considered as indicative at the 

time of publication. 

 

To know more visit our dedicated webpage. 
  

Read the document   
  

https://eur03.safelinks.protection.outlook.com/?url=http%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fcapabilities%2Fmedical-devices%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DBottomCTA%26utm_campaign%3Dgl-rs-md-thght-os-nst-nsp-mp-newsletter-1024&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7Cea5c0bdffeb64e04d86508dcfa5aa27d%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638660514412503105%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=UMxxBBQtOtbzBGT9sOoW44VR40qTjaICSRKiiMnniT0%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fsiteassets%2Fpdf%2Fen%2Fcapabilities%2Fmedical-devices%2Fbsi-md-nb-capacity-lead-times-en-gb.pdf%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DBottomCTA%26utm_campaign%3Dgl-rs-md-thght-os-nst-nsp-mp-newsletter-1024&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7Cea5c0bdffeb64e04d86508dcfa5aa27d%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638660514412519207%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=LfaAGhofepYCLDvY0IdJ6knIay%2BCxWg8%2FoJkvtGKzpQ%3D&reserved=0


 

MDR Annex XVI 
 

 

 

   

MDR Annex XVI regulates products without an intended medical purpose, including 

devices used for aesthetic indications and dual use products. 

 

Read our dedicated whitepaper where Rachel Mead, Clinical Regulatory Lead and 

Ester Leoni, Global Regulatory Comms Manager, will walk you through Annex XVI 

regulatory framework. 

 

BSI in accepting Annex XVI applications. If you want to know more or want to discover 

how BSI can walk you through your compliance journey, access our dedicated 

resources here. 
  

Visit our MDR webpage   
  

   

 

 

Article 16(4) 
Certification for EU 
importers and 
distributors 
 

 

As part of BSI’s commitment to ensuring patient safety while supporting timely 

market access to global medical device technologies, we are pleased to inform you 

that we are expanding our Notified Body services to offer a new certification scheme 

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fsiteassets%2Fpdf%2Fen%2Finsights-and-media%2Finsights%2Fwhite-papers%2Fbsi-md-mdr-annex-xvi-whitepaper-en-gb.pdf%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DBottomCTA%26utm_campaign%3Dgl-rs-md-thght-os-nst-nsp-mp-newsletter-1024&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7Cea5c0bdffeb64e04d86508dcfa5aa27d%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638660514412535954%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=3wkwX7jQ5lgu6zwmrxTM59Xl8ocbHU1YfV9EpYoC%2Bww%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fcapabilities%2Fmedical-devices%2Fmedical-device-regulation-mdr%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DBottomCTA%26utm_campaign%3Dgl-rs-md-thght-os-nst-nsp-mp-newsletter-1024&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7Cea5c0bdffeb64e04d86508dcfa5aa27d%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638660514412551745%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=XAG2l2wkOL8bWHHBXVVpSBkust8zu28uXp%2Fx7cEBNck%3D&reserved=0


for MDR and IVDR: Article 16(4) Certification. 

 

According to Article 16(4), importers and distributors performing relabelling and 

repackaging activities for devices already placed on the market require a certificate 

from a Notified Body to demonstrate that their QMS complies with the requirements 

specified in Article 16(3) of the regulations. 

 

Head over to our latest enews to learn more. 
  

Find out more in our enews   

  

 

Guide to Conformity 
Series 
 

 

 

   

BSI Medical Devices presents our Guide to Conformity Series! 

 

Stay tuned for the upcoming chapters. 

 

Our mission is to ensure patient safety while supporting timely access to global 

medical devices innovation. Our efforts in setting the global standard in regulatory 

and quality management reviews and also in product certification, are highly 

recognized and trusted worldwide. 

 

To know more, visit our dedicated webpage. 
  

Watch the video now   
  

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Finsights-and-media%2Fmedia-centre%2Fpress-releases%2F2024%2Fseptember%2Farticle-16-4-certification-scheme%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DBottomCTA%26utm_campaign%3Dgl-rs-md-thght-os-nst-nsp-mp-newsletter-1024&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7Cea5c0bdffeb64e04d86508dcfa5aa27d%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638660514412567422%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=6BMh77IIkHPe6Mg5CntaHYCn51qg7JT4lWjUyCmgY3Q%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fcapabilities%2Fmedical-devices%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DBottomCTA%26utm_campaign%3Dgl-rs-md-thght-os-nst-nsp-mp-newsletter-1024&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7Cea5c0bdffeb64e04d86508dcfa5aa27d%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638660514412583633%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=axGRDyn1mE%2BQCtoeMZpV%2FYzFyVDucamLnaDRtfnKfTk%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Fguidetoconformity-bsi-medical-devices&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7Cea5c0bdffeb64e04d86508dcfa5aa27d%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638660514412600648%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=yMkXO1TiExfPEYIviSJvC3DNxIyeatjoD%2BKDySCnEs4%3D&reserved=0


   

 

 

230 new documents 
were added to the 
Compliance Navigator 
platform in Q3 2024 
 

 

That takes the total number of new documents added in 2024 to 696 and over 7500 

now in total. Documents added include standards from BSI, ASTM, CLSI as well as 

guidance documents from the FDA, Gov.AU and MDCG. 

 

Download the list of new documents here. 

 

To find out more about the entire content set and how you could benefit from access 

to Compliance Navigator, request a free trial below. 
  

Request more information   
  

Download our whitepaper and discover key 
insights on the EU AI Act 

  

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpages.bsigroup.com%2Fl%2F35972%2F2024-10-08%2F3t889f1%2F35972%2F1728384650vyV7ObZw%2FQ3_Newsletter_New_Content.pdf%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DBottomCTA%26utm_campaign%3Dgl-rs-md-thght-os-nst-nsp-mp-newsletter-1024&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7Cea5c0bdffeb64e04d86508dcfa5aa27d%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638660514412619843%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=%2Bot%2BvbPPGbQ8SkVRvuYnpCiRmBmCqT%2FIfVN8AIMAvXY%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpages.bsigroup.com%2Fl%2F35972%2F2024-07-23%2F3t81xg7%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DBottomCTA%26utm_campaign%3Dgl-rs-md-thght-os-nst-nsp-mp-newsletter-1024&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7Cea5c0bdffeb64e04d86508dcfa5aa27d%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638660514412635672%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=pcUY0fsPlCZTfFpZ3bKUYqK6DKyUnJtmDfQVy5YxhYI%3D&reserved=0


 

  

Download now our EU AI Act whitepaper, “The EU AI Act – what AI providers and 

deployers need to know”, expertly written by our AI Regulatory Leads and the Head 

of AI Notified Body. Our jargon-free whitepaper will provide you with the insights you 

need to make informed decisions and stay ahead in the AI regulatory landscape. 
  

Download our whitepaper   
  

Events for your calendar 
  

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Feu-ai-act-whitepaper%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DBottomCTA%26utm_campaign%3Dgl-rs-md-thght-os-nst-nsp-mp-newsletter-1024&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7Cea5c0bdffeb64e04d86508dcfa5aa27d%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638660514412651370%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=Rd5ND4HiFgX4wU863JQts94WQqgZIoGU9udwDclcvao%3D&reserved=0


 

  

Webinar - Best Practice for PSURs 

12 November 2024 | 09:00 and 16:00 GMT 

Register for our webinar ‘Best practice for PSUR’s’. This insightful webinar is an opportunity 

for BSI to share best practices on compiling and submitting PSURs for notified body 

evaluation. The webinar will cover topics such as the role of MDCG 2022-21 guidance on PSUR 

for manufacturers, justification and analysis and change notification via the PSUR. 

Register here   
 

 

Webinar - Prepare for ISO 42001 – a framework 
for the management of AI 

24 October 2024 | 09:00  and 16:00 BST 

Register for our webinar, ‘Prepare for ISO 42001 – a framework for the management of AI’, as 

we look at how organizations can proactively prepare for upcoming AI regulations by 

implementing the right processes and controls. 

Register here   
 

 

On Demand Webinars 

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Fl%2F73472%2F2024-09-24%2F2c8ylll%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DBottomCTA%26utm_campaign%3Dgl-rs-md-thght-os-nst-nsp-mp-newsletter-1024&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7Cea5c0bdffeb64e04d86508dcfa5aa27d%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638660514412666874%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=CWTeHU34m2j7NE6nFnL3Nt0li8v7ZH9syrqgLbMzhd4%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Fl%2F73472%2F2024-09-16%2F2c8rgm9%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DBottomCTA%26utm_campaign%3Dgl-rs-md-thght-os-nst-nsp-mp-newsletter-1024&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7Cea5c0bdffeb64e04d86508dcfa5aa27d%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638660514412682388%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=z6roeQpeOXsNWRaKS%2BI69a8TnAAQqNHYu1eulRIG76s%3D&reserved=0


• BSI Notified/Approved Body & The Role It Plays In Patient Safety 

• ISO 13485: A Beginners Guide 

• Rollout of EU Reference Laboratories for IVDR Class D devices 

• Understanding and meeting the EU IVDR requirements for In 
Vitro Diagnostics (IVD) Kits 

 

 

RAPS European Clinical, Risk, and Postmarket 
Surveillance Conference 

October 22-24, 2024 | Barcelona 

We were excited to participate in the RAPS European Clinical, Risk, and Postmarket 

Surveillance Conference, where regulatory affairs professionals gathered to discuss the 

evolving requirements under the MDR and IVDR regulations. 

 

Session you don’t want to miss: 

How to Effectively Collect Level 4 Clinical Data With High Quality PMCF Surveys – Gavin 
Quigley 

Latest Updates on Clinical Evaluation: Common Pitfalls – Susan Partridge 

Reuniting SOTA and CEP – Simon Lidgate 

Details here   
 

 

MEDICA - Trade Fair for Medical Technology & 
Healthcare 

November 11-14 in Düsseldorf, Germany 

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Fl%2F73472%2F2024-09-17%2F2c8sgfw&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7Cea5c0bdffeb64e04d86508dcfa5aa27d%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638660514412697833%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=NoY4tZubI%2BesdArU%2BvAsq41rlZcTUipHgkHj8bU7OW4%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Fl%2F73472%2F2024-10-03%2F2c94lg6&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7Cea5c0bdffeb64e04d86508dcfa5aa27d%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638660514412713135%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=sxOqosREInu0K4tETEseS1g0kwTwPQcfzU6SxkKHOUE%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Fl%2F73472%2F2024-09-26%2F2c921qw&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7Cea5c0bdffeb64e04d86508dcfa5aa27d%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638660514412728562%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=K6JTMKf4ukVX8r8xreSlqbJB60JLPYMpDNzvoh19CZA%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Fl%2F73472%2F2024-09-10%2F2c8hg8s&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7Cea5c0bdffeb64e04d86508dcfa5aa27d%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638660514412744168%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=MrlITAE%2Bg22eoGLpHyrquH7Ry86FKuXdK4Y8Z8bieX4%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Fl%2F73472%2F2024-09-10%2F2c8hg8s&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7Cea5c0bdffeb64e04d86508dcfa5aa27d%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638660514412744168%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=MrlITAE%2Bg22eoGLpHyrquH7Ry86FKuXdK4Y8Z8bieX4%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.raps.org%2Feucrps%2Fhome&data=05%7C02%7CBen.Halleybone%40bsigroup.com%7Cea5c0bdffeb64e04d86508dcfa5aa27d%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C638660514412762366%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=EEdrgZp3Ce3NV%2BjqAlmubBz%2BTTNWpXUTIlG11xxs%2BPs%3D&reserved=0


Come join us at MEDICA 2024, taking place from November 11 to 14 in Düsseldorf, Germany! 

Stop by our booth 10, to discuss our certification services to place safe and compliant medical 

devices on the market. 

Details here   
 

 

Visit our webpage   
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