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New BSI medicinal dossier guidance 

 

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fhelp.salesforce.com%2FarticleView%3Fid%3Dpardot_view_online_link.htm&data=04%7C01%7CBen.Smith%40bsigroup.com%7C95e0c58e337e4e05784508d9a4527415%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637721496342553674%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=BRiWCol5r%2BTs1YohJxrRRgh%2FPHtF8%2BWXv0ghsOpDGcI%3D&reserved=0
mailto:medicaldevices@bsigroup.com
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Fcountry%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dbsi-logo-header%26utm_campaign%3DGL-RegSrv-NEWS-MD-Medicinal-dossier-guidance-2111&data=04%7C01%7CBen.Smith%40bsigroup.com%7C95e0c58e337e4e05784508d9a4527415%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637721496342553674%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=0HD8CDovpUjGwkUNh0Fb34%2Fvdg7TPQpSaQlVgVxhFZM%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.linkedin.com%2Fgroups%2F5100466%2F&data=04%7C01%7CBen.Smith%40bsigroup.com%7C95e0c58e337e4e05784508d9a4527415%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637721496342573598%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=374y3SgSrLxcCkTurUH8AUPoCleifKju04M2ytlKrSU%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.youtube.com%2Fuser%2FBSIBritishStandards&data=04%7C01%7CBen.Smith%40bsigroup.com%7C95e0c58e337e4e05784508d9a4527415%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637721496342613420%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=nIRrUskasBLJjFgsSc4GkgZV6hksdA8XoUH7FAnHDBg%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.facebook.com%2FBritishStandardsInstitution%2F&data=04%7C01%7CBen.Smith%40bsigroup.com%7C95e0c58e337e4e05784508d9a4527415%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637721496342643294%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=dIQUDmaI%2B2q0UR%2FzugjqrVuJ4GMBT%2BESMvcwJo20DQg%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fshop.bsigroup.com%2FRSS-Feeds%2F&data=04%7C01%7CBen.Smith%40bsigroup.com%7C95e0c58e337e4e05784508d9a4527415%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637721496342673155%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=oiHPcR4H6FWF1drI9KKbwbSjdTGE3DZS0ztXL7oVztI%3D&reserved=0
mailto:medicaldevices@bsigroup.com


For devices which incorporate an ancillary medicinal substance 

and fall under Rule 14 of EU 2017/745 (MDR), the quality, 

safety and usefulness of the substance shall be verified by 

analogy with the methods specified in Annex I to Directive 

2001/83/EC (the Medicinal Products Directive). Annex IX, 

5.2(a) of the MDR states the notified body should seek a 

scientific opinion from one of the competent authorities 

designated by the Member States in accordance with Directive 

2001/83/EC or from the EMA, on the quality and safety of the 

substance including the benefit or risk of the incorporation of 

the substance into the device. 

 

Download our guidance for devices which incorporate an 

ancillary medicinal substance and fall under Rule 14 of EU 

2017/745 (MDR). 

 

Find out more on our website. 

   
Download our guidance 

 

 

EU regulatory update 

 

New Eudamed modules now available 

 

The EUDAMED module on UDI/device registration and the 

module on Notified Bodies and Certificates are open, so 

economic operators and notified bodies can start entering 

data in EUDAMED on a voluntary basis. 

As a Notified Body, BSI is heavily involved in the testing of EUDAMED and has provided a significant 

amount of feedback to the EUDAMED developer team. We will confirm when BSI will start using 

EUDAMED. In parallel, we are working to ensure our internal processes are updated to interact with 

EUDAMED seamlessly. 

 

MDCG issues guidance on the classification of medical devices  
 

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Ftechnologies%2Fdevice-drug%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Ddossier-guidance-link%26utm_campaign%3DGL-RegSrv-NEWS-MD-Medicinal-dossier-guidance-2111&data=04%7C01%7CBen.Smith%40bsigroup.com%7C95e0c58e337e4e05784508d9a4527415%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637721496342732889%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=2E0DwAZc1qwInkhpCA0UcuYqRj80WZQETZsY1tP4qCY%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fglobalassets%2Fmeddev%2Flocalfiles%2Fen-gb%2Fdocuments%2Fbsi-md-medicinal-dossier-en-gb.pdf%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Ddossier-guidance-cta%26utm_campaign%3DGL-RegSrv-NEWS-MD-Medicinal-dossier-guidance-2111&data=04%7C01%7CBen.Smith%40bsigroup.com%7C95e0c58e337e4e05784508d9a4527415%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637721496342732889%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=mq%2BlhJdpe5FQ8ApsXJDmI3FfS6nFW4AdcpPpYkTG3ac%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fglobalassets%2Fmeddev%2Flocalfiles%2Fen-gb%2Fdocuments%2Fbsi-md-medicinal-dossier-en-gb.pdf%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Ddossier-guidance-image%26utm_campaign%3DGL-RegSrv-NEWS-MD-Medicinal-dossier-guidance-2111&data=04%7C01%7CBen.Smith%40bsigroup.com%7C95e0c58e337e4e05784508d9a4527415%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637721496342703024%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=mNo5mDUaVgjPX7tvkVfCB9w09WSx1Gw575TafBXN%2BDA%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fec.europa.eu%2Fhealth%2Fmd_sector%2Fnew_regulations%2Fguidance_en%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26B26%3AB27utm_content%3Dstay-in-touch-with-future-MDCG-guidance-image%26utm_campaign%3DGL-RegSrv-NEWS-MD-Medicinal-dossier-guidance-2111&data=04%7C01%7CBen.Smith%40bsigroup.com%7C95e0c58e337e4e05784508d9a4527415%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637721496342752825%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=ATL93iboK1YB3NjDXFDqGaT79jQoJvcxbWVKZwkeF6o%3D&reserved=0


The Medical Device Coordination Group (MDCG) has issued MDCG 2021-24, a set of guidelines on the 

classification of medical devices, with information on the purpose and practical relevance of classification 

and how to apply the classification rules.  

 

Read the MDCG 2021-24 document   

Stay in touch with future MDCG guidance 

 

Upcoming Webinar - AIMDD to MDR transition - what you need to 
know                                
 

Join this insightful webinar to hear from Thomas Doerge, BSI’s Global 

Head of Active Implantable Medical Devices, talk about MDR lessons 

learnt so far for AIMD products, as well as tips on making applications 

and the Technical Documentation requirements under the MDR.  

In this webinar, Thomas Doerge will be joined by subject matter experts 

Concetta Gallo and Jazzmyne Buckels. 

 

Choose from one of two sessions on Tuesday 23 November 2021:  

 

Tuesday 23 November: 09.00 – 10.00 GMT Register now 

Tuesday 23 November: 16:00 – 17:00 GMT Register now 

   
Download the AIMD brochure 

 

Listen back to our recent interview with Dr Thomas Doerge answering key questions related to CE 

marking for Active Implantable Medical Devices under the MDR and the important elements to consider 

when submitting technical documentation for an MDR application. 

 

The interview is developed in partnership with the Informa Connect MedTech Series. 

   
Watch the interview here 

 

 

Listen back to our most recent webinar: Personalised Medical Devices 
– what you need to know 

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fec.europa.eu%2Fhealth%2Fsites%2Fdefault%2Ffiles%2Fmd_sector%2Fdocs%2Fmdcg_2021-24_en.pdf%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DMDCG-2021-21-link%26utm_campaign%3DGL-RegSrv-NEWS-MD-Medicinal-dossier-guidance-2111&data=04%7C01%7CBen.Smith%40bsigroup.com%7C95e0c58e337e4e05784508d9a4527415%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637721496342762766%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=5qMxHgXOa%2FRKSUDan%2Fz84TVeHvVWdObhaicAxBd9eEI%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fec.europa.eu%2Fhealth%2Fsites%2Fdefault%2Ffiles%2Fmd_sector%2Fdocs%2Fmdcg_2021-24_en.pdf%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3DMDCG-2021-21-read-the-document-link%26utm_campaign%3DGL-RegSrv-NEWS-MD-Medicinal-dossier-guidance-2111&data=04%7C01%7CBen.Smith%40bsigroup.com%7C95e0c58e337e4e05784508d9a4527415%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637721496342772716%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=iBsDlU56XPHETYGNnahNOq7ra4EQTnS4XQAu%2FU0N9G8%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fec.europa.eu%2Fhealth%2Fmd_sector%2Fnew_regulations%2Fguidance_en%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dstay-in-touch-with-future-MDCG-guidance-link%26utm_campaign%3DGL-RegSrv-NEWS-MD-Medicinal-dossier-guidance-2111&data=04%7C01%7CBen.Smith%40bsigroup.com%7C95e0c58e337e4e05784508d9a4527415%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637721496342782666%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=7x6vcjV5YrCsnRvIguBDMQAUBQFNlbxoB4UYfXb%2FmLk%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Fl%2F73472%2F2021-10-20%2F23b2w6n%3F_ga%3D2.30491580.2063848483.1636359689-397491150.1636359686%26utm_source%3DPardot%26utm_medium%3DNewsletter%26utm_content%3DAIMDD-to-MDR-transition-AM-webinar%26utm_campaign%3DMD-newsletter-2111%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26B26%3AB27utm_content%3DAIMDD-to-MDR-transition-register-9am%26utm_campaign%3DGL-RegSrv-NEWS-MD-Medicinal-dossier-guidance-2111&data=04%7C01%7CBen.Smith%40bsigroup.com%7C95e0c58e337e4e05784508d9a4527415%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637721496342812551%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=0wXnCvj9YZOZQF1%2FKcGzyTJb3cIFu19%2BVMfABB4%2B9uQ%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fpage.bsigroup.com%2Fl%2F73472%2F2021-10-20%2F23b2w6n%3F_ga%3D2.30491580.2063848483.1636359689-397491150.1636359686%26utm_source%3DPardot%26utm_medium%3DNewsletter%26utm_content%3DAIMDD-to-MDR-transition-AM-webinar%26utm_campaign%3DMD-newsletter-2111%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26B26%3AB27utm_content%3DAIMDD-to-MDR-transition-register-4pm%26utm_campaign%3DGL-RegSrv-NEWS-MD-Medicinal-dossier-guidance-2111&data=04%7C01%7CBen.Smith%40bsigroup.com%7C95e0c58e337e4e05784508d9a4527415%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637721496342812551%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=%2BWQIRnjoIAzq9fbJwPeGKodysgtwli%2FVgZ6f%2B44L0FI%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fglobalassets%2Fmeddev%2Flocalfiles%2Fen-gb%2Ftechnologies%2Fbsi-md-active-implantable-medical-devices-brochure-uk-en.pdf%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dform-cta%26utm_campaign%3DGL-RegSrv-NEWS-MD-Medicinal-dossier-guidance-2111&data=04%7C01%7CBen.Smith%40bsigroup.com%7C95e0c58e337e4e05784508d9a4527415%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637721496342822501%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=ZOBpWIrhBhZ5relN%2FQyovgsIxnXwB5pRdgoZmlWxkmE%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fbit.ly%2F3qnshV4%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Dwatch-interview-cta%26utm_campaign%3DGL-RegSrv-NEWS-MD-Medicinal-dossier-guidance-2111&data=04%7C01%7CBen.Smith%40bsigroup.com%7C95e0c58e337e4e05784508d9a4527415%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637721496342832454%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=3ST04Cy9MA6k5mYDNmybtyHUMbD79q%2F%2BBkjd34%2Bzu1I%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Fresources%2Fwebinars%2F2021%2Fmdr%2Faimd-mdr-transition%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26B26%3AB27utm_content%3DAIMDD-to-MDR-transition-webinar-register-page%26utm_campaign%3DGL-RegSrv-NEWS-MD-Medicinal-dossier-guidance-2111&data=04%7C01%7CBen.Smith%40bsigroup.com%7C95e0c58e337e4e05784508d9a4527415%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637721496342792632%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=qmggyprSFFTjpPV45MaueO0TJHDIxGG6MZYa%2FYYLY9E%3D&reserved=0


 

The Personalised Medical Devices - what you need to  

know webinar, was presented by Judith Prevoo, 

Regulatory Lead and Tim Marriott, Principal 

Technical Specialist & Scheme Manager.   

 

The webinar looked in detail at the regulatory 

requirements for personalised medical devices as 

well as an explanation of common pitfalls of classifying personalised devices. 

   
View Recording 

 

  

European amendment published for medical devices quality management 
system standard | Compliance Navigator Blog 

 

 

  

An amendment to EN ISO 13485:2016 – Medical devices – Quality management systems – Requirements 

for regulatory purposes – was published in September 2021. The amendment replaces the European 

Foreword and Annexes ZA, ZB and ZC. 

   
Read full blog post 

 

 

Events for your calendar 

 

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

  

https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Fresources%2Fwebinars%2F2021%2Fmdr%2Fpersonalised-med-dev%2F%3Futm_source%3DPardot%26utm_medium%3DNewsletter%26utm_content%3DPersonalised-Medical-Devices-Webinar-Newsletter%26utm_campaign%3DMD-newsletter-2111%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26B26%3AB27utm_content%3DListenback-webinar-view-recording-cta%26utm_campaign%3DGL-RegSrv-NEWS-MD-Medicinal-dossier-guidance-2111&data=04%7C01%7CBen.Smith%40bsigroup.com%7C95e0c58e337e4e05784508d9a4527415%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637721496342902157%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=MCp2aXrLBaXbKSxvjrEj86BQrEb17iktB1SWqdh4tnQ%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcompliancenavigator.bsigroup.com%2Fen%2Fmedicaldeviceblog%2Feuropean-amendment-published-for-medical-devices-quality-management-system-standard%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26B26%3AB27utm_content%3DCompliance-Nav-image%26utm_campaign%3DGL-RegSrv-NEWS-MD-Medicinal-dossier-guidance-2111&data=04%7C01%7CBen.Smith%40bsigroup.com%7C95e0c58e337e4e05784508d9a4527415%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637721496342922077%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=zpVyFH8%2B716I0nyy6jdw9UQyfm%2B9TqgyaxV3BaCgYX0%3D&reserved=0
https://eur03.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.bsigroup.com%2Fen-GB%2Fmedical-devices%2Four-services%2Fevents-and-conferences%2F%3Futm_source%3Dpardot%26utm_medium%3Demail%26utm_term%3D%26utm_content%3Devents-an%2520conferences-link%26utm_campaign%3DRegSrv-NEWS-MD-Medicinal-dossier-guidance-2111&data=04%7C01%7CBen.Smith%40bsigroup.com%7C95e0c58e337e4e05784508d9a4527415%7C54946ffc68d34955ac70dca726d445b4%7C0%7C0%7C637721496342932025%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=twtZmjA3CwdTsFwzGXon0grmIZ%2Bt%2Btw%2FHC3ERfDOrJs%3D&reserved=0
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