Date: 21/10/2021

e

cc

bcc

SubjectRO TO MFR : ||| - V»czte to FSN For

Histoacryl

rrom: I

Sent: 21 October 2021 09:48
To:
Cc: AIC <AIC@mhra.gov.uk>;

Subject: RO TO MFR : - Update to FSN For Histoacryl

Thank you for your correspondence.

The MHRA are still processing your FSN.
Thank you.

Kind regards,

Higher Medical Device Specialist
Devices — Safety & Surveillance

Medicines and Healthcare products Regulatory Agency
10 South Colonnade, Canary Wharf, London E14 4PU, UK
Email

gov.uk/mhra
Stay connected



https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gov.uk%2Fgovernment%2Forganisations%2Fmedicines-and-healthcare-products-regulatory-agency&data=04%7C01%7CAIC%40mhra.gov.uk%7C1c0e14fc4acf4e13953608d9946f84a2%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C637704028948750200%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=ldWpbHINUrOvOOwvlos7GC5O28MabY8L14B8h4gVG6U%3D&reserved=0
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gov.uk%2Fgovernment%2Forganisations%2Fmedicines-and-healthcare-products-regulatory-agency%23what-we-do&data=04%7C01%7CAIC%40mhra.gov.uk%7C1c0e14fc4acf4e13953608d9946f84a2%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C637704028948760151%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=DZmEtO7jLZzMTYZXxSJPhrWipqFQt0NCgU4UYjlCbbg%3D&reserved=0

e

Medicines & Healthcare products
Regulatory Agency

Ensure your Medical Devices are registered with the MHRA.
Find out more at: https://www.gov.uk/guidance/register-medical-devices-to-place-on-the-market

Read our guidance on coronavirus (COVID-19)

erom: I

Sent: 14 October 2021 08:51

Cc: AIC <AIC@mhra.gov.uk>;

Subject: FW: - Update to FSN For Histoacryl

Dear-

Further to my email below.

We have been checking the MHRA website for the publication of the below notice, and we cannot find
it being published.

Can you please advise

Kind Regards

Tel:
Email :

B. Braun Medical Ltd, Brookdale Road, Sheffield, S35 2PW.

We believe in improving people’s health through everything we do.


https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gov.uk%2Fguidance%2Fregister-medical-devices-to-place-on-the-market&data=04%7C01%7CAIC%40mhra.gov.uk%7C1c0e14fc4acf4e13953608d9946f84a2%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C637704028948760151%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=hFcjXsSixuL54BIU4pIlAcvN9S9EjfGdAunCxxlhUpY%3D&reserved=0
https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gov.uk%2Fgovernment%2Fcollections%2Fmhra-guidance-on-coronavirus-covid-19&data=04%7C01%7CAIC%40mhra.gov.uk%7C1c0e14fc4acf4e13953608d9946f84a2%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C637704028948770105%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=v87QINC%2BwJtgto%2F70JnMa%2BLJ3gPu4y6KS7B4yyfJJac%3D&reserved=0

Through constructive dialogue, B. Braun develops high quality product systems and services that are both
evolving and progressive. B. Braun is one of the world’s leading manufacturers of medical devices,

pharmaceutical products and services.

B. Braun - Sharing Expertise

From:
Sent: 28 April 2021 12:22
To:
Cc: aic@mhra.gov.uk;
Subject:

Dear-

Hope you are well.

- Update to FSN For Histoacryl

We are in the process of updating the above FSN with new codes/batches. | have tried to upload this
information onto the MORE Report but keep getting an error message.

We have attached a PDF/XML version of the MORE report and the updated customer letter for your
information.

Please advise if this is acceptable and we will then start to contact our customers.

Kind Regards

Tel:
Email :

B. Braun Medical Ltd, Brookdale Road, Sheffield, S35 2PW.

We believe in improving people’s health through everything we do.
Through constructive dialogue, B. Braun develops high quality product systems and services that are both
evolving and progressive. B. Braun is one of the world’s leading manufacturers of medical devices,

pharmaceutical products and services.



B. Braun - Sharing Expertise

The information contained in this communication is confidential, may be attorney-client privileged, may
constitute inside information, and is intended only for the use of the addressee. It is the property of the
company of the sender of this e-mail. Unauthorized use, disclosure, or copying of this communication
or any part thereof is strictly prohibited and may be unlawful. If you have received this communication
in error, please notify us immediately by return e-mail and destroy this communication and all copies
thereof, including all attachments.

DISCLAIMER This email and any files transmitted with it are confidential. If you are not the intended
recipient, any reading, printing, storage, disclosure, copying or any other action taken in respect of this
email is prohibited and may be unlawful. If you are not the intended recipient, please notify the sender
immediately by using the reply function and then permanently delete what you have received. Incoming
and outgoing email messages are routinely monitored for compliance with the Department of Health's
policy on the use of electronic communications. For more information on the Department of Health's
email policy, click DHTermsAndConditions

DISCLAIMER This email and any files transmitted with it are confidential. If you are not the intended recipient, any reading,
printing, storage, disclosure, copying or any other action taken in respect of this email is prohibited and may be unlawful. If you
are not the intended recipient, please notify the sender immediately by using the reply function and then permanently delete
what you have received. Incoming and outgoing email messages are routinely monitored for compliance with the Department of

Health's policy on the use of electronic communications. For more information on the Department of Health's email policy, click
DHTermsAndConditions


https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.gov.uk%2Fhelp%2Fterms-conditions&data=04%7C01%7CAIC%40mhra.gov.uk%7C1c0e14fc4acf4e13953608d9946f84a2%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C637704028948770105%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C1000&sdata=pQhfEHKim9uL06%2BohCWPeNCteyBAY8HShCzWYc0%2BWa0%3D&reserved=0
 https://www.gov.uk/help/terms-conditions



