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Digital pre-applications for CE marking, UKCA and QMS services 

 

       

 

We are delighted to announce that all our digital pre-applications for CE marking, UKCA and QMS 

services are now online and form part of our pre-application portal. The portal will allow you to access 

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fhelp.salesforce.com%2FarticleView%3Fid%3Dpardot_view_online_link.htm&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7Ccae121b8206544bed45908d95e22c066%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637644325771883666%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=OySrriEEZ0Kyq9D5xkWnNO1Ngl8P0ew1LLbFJq4BPLU%3D&reserved=0
mailto:marketing.de@bsigroup.com
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fde-de%2Fmedical-devices%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dbsi-logo-header%26utm_campaign%3DDE-RegSrv-NEWS-MD-SureII-2108&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7Ccae121b8206544bed45908d95e22c066%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637644325771893663%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=nHBlPkJ%2BInGHJjE2a6K02SHBs1EhNM6RyYLQEE8wqeU%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fde-DE%2Fmedical-devices%2FUnsere-Dienstleistungen%2Fdigital-pre-applications-for-ivdr-and-mdr%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dform-image%26utm_campaign%3DDE-RegSrv-NEWS-MD-SureII-2108&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7Ccae121b8206544bed45908d95e22c066%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637644325771913652%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=8damMpOXIiaaLA17VQ0rO5a3SHy4%2BG3mKRBU4awHb0I%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.linkedin.com%2Fgroups%2F5100466%2F&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7Ccae121b8206544bed45908d95e22c066%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637644325771893663%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=vgKelE%2FfjOemMm5EURuV16bAeKY5nn3ycoev9pwcbAg%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.youtube.com%2Fuser%2FBSIBritishStandards&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7Ccae121b8206544bed45908d95e22c066%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637644325771903652%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=U9%2B1XSwjDgEal9%2FD51BYnzAHGigmXYmJQ07lct5tl2A%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.facebook.com%2FBritishStandardsInstitution%2F&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7Ccae121b8206544bed45908d95e22c066%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637644325771903652%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=hdqbRV%2FsSz4%2Fgzgu2ZUlPdNw177pgS0ve27yGCW6toI%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fshop.bsigroup.com%2FRSS-Feeds%2F&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7Ccae121b8206544bed45908d95e22c066%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637644325771913652%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=3PPK6Xyoy%2FUdR%2BAcByu48npkyUB46u8tDCDXscTrfaY%3D&reserved=0
mailto:marketing.de@bsigroup.com


the pre-application process through a digital interface. We are excited to share our new journey into 

digital applications and the replacement of our Company Information Forms.  

In addition, we have ensured that the system intelligently routes pre-application activities and issues 

alerts and notifications to you with inbuilt validation of the data you input. This will allow you to have 

greater interaction with the portal with all your applications in one, easy to access place, whilst tracking 

your application in real-time.   

 

Please chat to your BSI Commercial contact to arrange access to the system. Or if you are new to BSI 

please complete the online form:  

   
Complete the form  

   

 

Listen back to our most recent webinar  - Person Responsible for 
Regulatory Compliance (PRRC) – what you need to know 

 

 

This webinar was presented by 

Maddalena Pinsi, Regulatory Lead, BSI. 

The webinar offered notified body 

insights for all people involved in working 

towards an IVDR and MDR application. 

 

If you missed the webinar or were not 

able to join you can view the recording and presentation slides here. 

  

 

Upcoming Webinar - MDR Rule 14 Devices – conformity assessment 
process and documentation requirements for 
submissions                                    

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fde-DE%2Fmedical-devices%2Fformulare%2Fanfrage%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dform-cta%26utm_campaign%3DDE-RegSrv-NEWS-MD-SureII-2108&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7Ccae121b8206544bed45908d95e22c066%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637644325771923643%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=p3c2OyFbRIfNlSqMDRtSUQ%2FJFuNTlgvBiOAp2xvwgmQ%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fde-DE%2Fmedical-devices%2FMedia-Center%2FWebinare%2F2021%2Fmarket-access%2Fprrc%2F%3F%26utm_source%3DPardot%26utm_medium%3DNewsletter%26utm_content%3DPRRC-webinar-on-demand%26utm_campaign%3DMD-newsletter-2021%3Futm_source%3Dpardot%26utm_medium%3Demail%26E15utm_term%3D%26utm_content%3Dlsten-back-image-maddalena%26utm_campaign%3DDE-RegSrv-NEWS-MD-SureII-2108&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7Ccae121b8206544bed45908d95e22c066%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637644325771933636%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=W8PragvF1N6%2FLJGKf5kTzM0WGebw0F5Ir3U7Qhrn4sE%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fde-DE%2Fmedical-devices%2FMedia-Center%2FWebinare%2F2021%2Fmarket-access%2Fprrc%2F%3F%26utm_source%3DPardot%26utm_medium%3DNewsletter%26utm_content%3DPRRC-webinar-on-demand%26utm_campaign%3DMD-newsletter-2021%3Futm_source%3Dpardot%26utm_medium%3Demail%26E15utm_term%3D%26utm_content%3Dlsten-back-image-maddalena%26utm_campaign%3DDE-RegSrv-NEWS-MD-SureII-2108&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7Ccae121b8206544bed45908d95e22c066%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637644325771923643%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=MLnh9cCtRwmBR662iNle4QMmL%2FLGXryoHC1NMVQbLB8%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fde-DE%2Fmedical-devices%2FMedia-Center%2FWebinare%2F2021%2Fmarket-access%2Fprrc%2F%3F%26utm_source%3DPardot%26utm_medium%3DNewsletter%26utm_content%3DPRRC-webinar-on-demand%26utm_campaign%3DMD-newsletter-2021%3Futm_source%3Dpardot%26utm_medium%3Demail%26E15utm_term%3D%26utm_content%3Dlsten-back-image-maddalena%26utm_campaign%3DDE-RegSrv-NEWS-MD-SureII-2108&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7Ccae121b8206544bed45908d95e22c066%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637644325771933636%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=W8PragvF1N6%2FLJGKf5kTzM0WGebw0F5Ir3U7Qhrn4sE%3D&reserved=0


 

Join BSI's Theresa Jeary, Technical Specialist and Scheme Manager, as 

she explains more about the conformity assessment process for medical 

devices containing an ancillary medicinal substance. 

 

This webinar will be helpful for those looking at strategic planning 

considerations and for those who would like to understand more about 

the timelines to facilitate MDD to MDR transition planning. 

  

Please join us for this insightful webinar and choose from one of two sessions: 

 

Wednesday 8 September: 10:00 - 11:00 CET Register now 

Wednesday 8 September: 17:00 - 18:00 CET Register now 

 

Upcoming webinar - The new regulatory approach for SaMD and 
MDSW according to MDR  
 

Software as a Medical Device (SaMD) and medical devices software (MDSW) 

has gained in importance over the last years. The new regulatory approach 

for SaMD and MDSW according to MDR (EU) 2017/745 is defined in the 

General Safety and Performance Requirements in Annex I and outlines 

expectations of the regulation. Our webinar will help you to understand 

possible ways of how to implement the regulation into your daily practice of 

software development, software manufacturing and launching it on the 

market considering relevant post market requirements. 

 

Please join our expert Dr Frank Stein for this insightful webinar: 

 

Monday 13 September: 15:00 CET  Register now 

 

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Fl%2F73472%2F2021-08-02%2F21wb1lk%3F_ga%3D2.240057349.787061341.1628495054-274356084.1593764075%26utm_source%3DPardot%26utm_medium%3DNewsletter%26utm_content%3DMDR-Rule-14-Devices-AM-webinar%26utm_campaign%3DMD-newsletter-2109%3Futm_source%3Dpardot%26utm_medium%3Demail%26E15utm_term%3D%26utm_content%3Dmdr-rule-webiar-9am-link%26utm_campaign%3DDE-RegSrv-NEWS-MD-SureII-2108&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7Ccae121b8206544bed45908d95e22c066%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637644325771943627%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=Lv7rG4EiQfqj22fxjokMh%2Foaig72KSqmM5wEi6iMX2U%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Fl%2F73472%2F2021-08-02%2F21wb1lm%3F_ga%3D2.89135901.787061341.1628495054-274356084.1593764075%3Futm_source%3Dpardot%26utm_medium%3Demail%26E15utm_term%3D%26utm_content%3Dmdr-rule-webiar-4pm-link%26utm_campaign%3DDE-RegSrv-NEWS-MD-SureII-2108&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7Ccae121b8206544bed45908d95e22c066%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637644325771953626%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=iWmxt%2FlcqfqBO2VJrp4KxIi9A1WVhctiMzX2q%2FQ%2FjOA%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fbit.ly%2F2X68Xis&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7Ccae121b8206544bed45908d95e22c066%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637644325771963622%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=6%2F4WK8lleIcPsKbTqI6Vsi2iXaf2OeRHd%2BUwPk1dQN0%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fde-DE%2Fmedical-devices%2FMedia-Center%2FWebinare%2F2021%2Fmdr%2Fmedicinal%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26E15utm_term%3D%26utm_content%3Dmdr-rule-webinar-webpage-image%26utm_campaign%3DDE-RegSrv-NEWS-MD-SureII-2108&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7Ccae121b8206544bed45908d95e22c066%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637644325771943627%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=j7Iv6bWaIunlL5bdZXrKORkn554FXy4FMJQtmIx5QD4%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fbit.ly%2F2X68Xis&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7Ccae121b8206544bed45908d95e22c066%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637644325771953626%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=XeEg1gR%2BS2Utlfi5SiTjG5RadSmoA3TA1cD5vBIAk8I%3D&reserved=0


Are you a manufacturer of Vascular medical 
devices?  
 

Our Vascular Medical Devices brochure provides information on the 

extensive experience of our technical specialists and the services we 

offer to support you through the process of certifying your medical 

device under the EU MDR and UK MDR 2002. 

 

If you have any questions about new product applications please contact 

us and our experts will be able happy to assist. 

   
Vascular Medical Devices brochure 

 

  

Events for your calendar 

 

BSI at Swiss Medtech Day 2021, 8 September in Bern - Switzerland 

 

BSI will exhibit at Swiss Medtech Day 2021, 8 September 2021 in Bern – 

Switzerland. The event is designed to highlight and understand the key role of 

medical technology in the digitalization of healthcare and awards the most 

innovative medtech product. 

 

Visit us at booth #6 and learn more about our certification services and how we can support your access 

to global markets. 

   
Find more information here 

 

BSI at Norddeutscher Dialog in der Medizintechnik, 23-24 September in Hamburg - 

Germany 

 

The "Norddeutscher Dialog in der Medizintechnik" will take place for the 10th time in Hamburg, 

Germany, from 23-24 September. National and international speakers will provide a detailed overview of 

the current legal framework in the European Economic Area. BSI experts Dr Heike Möhlig-Zuttermeister 

and Anna Mirabelli will join this event with presentations about lessons learnt from the perspective of a 

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fmeddev%2FLocalFiles%2Fde-de%2FTechnologies%2FBSI-md-vascular-brochure-UK-EN.pdf%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dvascular-brochure-link%26utm_campaign%3DDE-RegSrv-NEWS-MD-SureII-2108&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7Ccae121b8206544bed45908d95e22c066%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637644325771973614%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=JNMpGDOCclmJero7ui%2FDahNm%2FjPX6%2B3fRrle3Lu0PxM%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fde-DE%2Fmedical-devices%2Fformulare%2Fanfrage%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dcontact-us-form-new-vascular-link%26utm_campaign%3DDE-RegSrv-NEWS-MD-SureII-2108&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7Ccae121b8206544bed45908d95e22c066%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637644325771973614%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=%2F1x9Hkb1YIaUeBHVC0mSN7PglKq3WTNoOyGwEwbtIrA%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fde-DE%2Fmedical-devices%2Fformulare%2Fanfrage%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dcontact-us-form-new-vascular-link%26utm_campaign%3DDE-RegSrv-NEWS-MD-SureII-2108&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7Ccae121b8206544bed45908d95e22c066%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637644325771973614%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=%2F1x9Hkb1YIaUeBHVC0mSN7PglKq3WTNoOyGwEwbtIrA%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fmeddev%2FLocalFiles%2Fde-de%2FTechnologies%2FBSI-md-vascular-brochure-UK-EN.pdf%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dvascular-brochure-button%26utm_campaign%3DDE-RegSrv-NEWS-MD-SureII-2108&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7Ccae121b8206544bed45908d95e22c066%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637644325771983609%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=3ksOWeebdhfJpUU0C%2BrpuN7rmUMVKrcC2Di3HUozTMo%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fregistration.swissmedtechday.ch%2F%3Futm_source%3DPardot%26utm_medium%3DNewsletter%26utm_content%3Dswiss-medtech-day%26utm_campaign%3DMD-newsletter-2109%3Futm_source%3Dpardot%26utm_medium%3Demail%26E15utm_term%3D%26utm_content%3Dmdr-rule-webiar-9am-link%26utm_campaign%3DDE-RegSrv-NEWS-MD-SureII-2108&data=04%7C01%7Csonja.mrohs%40bsigroup.com%7Ccae121b8206544bed45908d95e22c066%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637644325771993601%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=ZSWW93vYHtVfSkY0lpSOxSVz0Onc2mCQdxBiRs%2F8y5A%3D&reserved=0
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Notified Body for IVDR and MDR. 

   
Find more information here 

 

Find out the latest information about upcoming BSI Medical Devices Events and Conferences.  

 

Phthalates and endocrine disruptors | New whitepaper published 

  

 

 

Many phthalates have the potential to cause hormonal disruption, however, it was only recently 

(January 2020) that experts produced a useful consensus paper (La Merrill et al., 2020) which defined 

the key characteristics of endocrine-disrupting (ED) chemicals as a basis for the identification of their 

intrinsic hazard. This whitepaper summarizes the evaluation of phthalates and ED substances in medical 

devices. 

   
Download whitepaper 
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