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Logging in

Access MHRA Agency Services.

Read and Agree to Cookie Policy

Before accessing MHRA Agency Services, you will need to agree to our Cookie
Policy. Please read the Cookie Policy and only use MHRA Agency services if
you agree.

1.  When you have read the Cookie Policy click the ‘| Agree’ button.

4

Nﬁadicines & Healthcare products
Regulatory Agency

Cookies on MHRA Account Management, Device Registration and Certificates of
Free Sale for medical devices online system

Cookies are files saved on your phone, tablet or computer when you visit a
website. A cookie is a small file of letters and numbers that we put on your
computer if you agree.

MHRA Account Management, Device Registration and Certificates of Free Sale
for medical devices website uses two cookies.

1. Appian uses CSRF cookies to guard against Cross-Site Request Forgery V)

.o, e
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Username and Password

Once your Account request has been accepted by MHRA, two emails will be sent to the
email address you entered in your account request application:

1. A welcome email with subject line Account creation — outcome, from email address
no-reply@mhra.gov.uk with instructions on initial actions to take in the registration
system

2. A separate email with subject line MHRA Portal account creation from email address
admin@mbhrabpm.appiancloud.com containing your username (usually
firstname.lastname), a temporary password and a link to the system

Please log in for the first time on a laptop or PC not a mobile or tablet. If you have not
received the emails, please check your Junk/Spam folder. You will be asked to change the
password to one of your choosing.

If the welcome email or the username and temporary password email have not been
received this is usually due to your system blocking the originating email address. Please
add the above email addresses to your safe senders list, usually via settings in your email
system and email device.registrations@mhra.gov.uk to obtain your username and further
instructions.

1. Onthe login page, enter the details sent to you by email (it is preferable for you to copy
and paste your details into the boxes provided).

2. Click the Log in button.

o

Medicines & Healthcare products

° Regulatory Agency

Forgot your password?
gov.uk

MHRA Terms & Conditions
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New Users > Change temporary password

Change Password

Please complete the form to change your password. 1. Copy and paste the
(0 d Pascword temporary passwo_rd (long
password with multiple
G characters) sent to you via
\_ email into the old password
( box.

MNew Password

2. Enter a password of your
choice into the new password

Confirm New Password and confirmation boxes.
q — 3. Click on Submit.
You will be able to use the
password you entered from
CANCEL SUBMIT now on.

Forgot password > resets

1. Onthe log in page, click the Forgot your password link.
2. Enter your username (usually firstname.lastname — not your email address).

3. Click the Send email button. Please ensure your email address is always kept up to
date on the Contacts Tab, see Editing Contacts in the Account Management
Reference Guide.

You will be sent an email containing a link. Please check your Junk/Spam folder. Click
on the link and follow the instructions to change your password. Please do this on a
Laptop/PC not a mobile/tablet.

Medicines & Healthcare products
Regulatory Agency

Password

e (Forgot your password? ) LOG IN

gov.uk
MHRA Terms & Conditions
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Forgot Password

Username

nter your username and click “Send Email”. email will be sent to
the email address associated with your user account. Follow the link
in the email to reset your password.

Back to sign-in page °
SEND EMAIL
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MHRA Agency Services

This service allows you to submit registrations for devices (GMDN® Code or Term) and
products (brand or trade hame, model/version, catalogue/reference, UDI DI and DI data).
You can also update your registrations, add importers, link them to registered manufacturers
and order Certificates of Free sale, if required. If you are a UK Responsible Person (UKRP)
or an Authorised Representative (in Northern Ireland only) you can add represented
manufacturers and devices, update their details and manage device registrations on behalf
of your represented manufacturers.

1. Onthe Landing (home) page click the Enter button under Device Registrations and
Certificates of Free Sale for medical devices.

@ O ]

e agstilag| APPLICATIONS  ACCOUNT MANAGEMENT

ALPHA Release This is a new service - your feedback will help improve it

Welcome, Jane Smith Reference Guides Help & Contact

Medicines & Healthcare producte
Regulatory Agancy

Device Registrations & Certificates of Free Sale
service for medical devices
Register your devices and products with MHRA. Purchase Certificates of Free Sale

(CFS) for medical devices to export medical devices outside the UK if required by
other countries. This service is only available to GB based manufacturers and UK

. Ry i sible Person of non-UK manufacturers.

Terms and Conditions | Contact: device.accounts@mhra.gov.uk Copyright © 2020 Medicines & Healthcare products Regulatory Agency
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Organisations

1. This organisation is the one that the account was setup for. Click on the manufacturer
name to register or manage devices that you manufacture.

2. Note that the organisation in this example is ‘Not registered’. If the status is ‘Not
Registered’ this will remain the case if this organisation is acting purely as a UK
Responsible Person (UKRP) in the UK or an Authorised Representative (in Northern
Ireland) and has not registered devices of their own.

3. The UK Responsible Person (UKRP) of a non-UK manufacturer or an Authorised
Representative (in Northern Ireland) of a manufacturer based outside the EU may click
this button to ‘Add New Manufacturers’. This function is to be used when you are ready
to make device registrations on behalf of another manufacturer.

4. If either your organisation or an organisation that you represent as a UK Responsible
Person (UKRP) or Authorised Representative (in Northern Ireland) imports medical
devices into the UK, you must use this link to Add New Importer details.

5. UK Responsible Persons (UKRP) in the UK or Authorised Representatives (in Northern
Ireland) who have added represented organisations will see them in the Manufacturers
you represent table.

6. UK Responsible Persons (UKRP) in the UK or Authorised Representatives (in Northern
Ireland) who have added Importers will see them in the List of Importers table.

AGENCY SERVICES APPLICATIONS ACCOUNT M AGEMENT

Device Registration & Certificates of Free Sale

Your Organisation

Name Address Country Devices (Products) Registration
Status
MHRA DEMO 10 South Colonnade, Canary Wharf, London, E14 4PU England, United Kingdom L1 ()] @

Key
& Regi ) Not Regi: d & Unregistered Suspended

Manufacturers you represent

Only registered manufacturers appear here. Newly submitted and draft manufacturers can be -
found from the Applications list. e
Only use the ADD NEW MANUFACTURER function if you have not

ADD NEW IMPORTER

iditional devices on the existing account.

Search by manufacturer mame:

| |SEAR€H |

1 Registration

Mame Address Country Davices (Products) Relationship Status
DEMO Represented Organisation 123 Street, Sea View Industrial Estate, Boston, 12345 United States 11} UK Responsible Person L] ]
Key
@ Registered () Not Reg d @ Unregi d () Suspended X Rejected
List of Importers
Mame T Address Country Relationship Status
Demo Importer Unit 765, Waterloo Crescent, Harbour House, DOVER, CT17 38U England, United Kingdom UK Responsible Person =]
DEMO TWO Importer 345 Haven Road, Industrial Estate, Rochester, CT10 FEU England, United Kingdom UK Responsible Persan o
Hey
O Active @ Inactive
Terms and Conditions | Contact device.accounts@mhbra.gov.uk Copyright 8 2020 Medicines & Healthcare products Reguistory Agancy
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Determine if your account is migrated or re-registered

Some accounts have been migrated from our old system and some organisations who held
account/s on our old system/s have been asked to re-register.

You need to determine if your account was migrated or re-registered as the information that
you see in your account may differ.

To determine the migration/re-registration status of your account please:

1. Review the summary page after clicking on the manufacturer name.

2. If the Created Date is before 01 July 2018, your account has been migrated.
If the Created Date is between 01 July 2018 and 23 July 2019 your account is either a
new account for an organisation not previously registered with MHRA or a previously
registered account where the organisation name and/or address was different to your

original MHRA registration in our old system.

If the Created Date is on or after 29 July 2019 your account has been re-registered or is
a new account for an organisation not previously registered with MHRA.

L

AGEMCY SERVICES [T NS ACCOUNT MANAGEMENT

< Back to DRE&CFS Services

: Edit Organisation Details E Order CF5 Add Devices Manage Devices # Update
MHRA Demo Registered Devices/Products || Renew Registration || Export Devices Data to Excel File
rPUCATIONS RELATED ORGANISATIONS DEVICES PRODUCTS CONTACTS OTHER ADDRESSES DOCUMENTS NEWS
Summary

Your registration with the MHRA must be rewewed and renewed one year aiter the anmiversary date and every two years subsequently. The anniversary date is
determined by the date your sccount wes created with the MHRA. Your Registration Renewal is 01/01/2022, Failure ro renew your registration will result in your account
being suspended. A suspended account means you will not be able to place new devices on the marker given it is & legs! requirement [o hold &n Scive registration with
the competent authorty (MHRAL [t is an offence 1o place & non-compliant device on the market in the UK.

Basic Information

Account Number 0000003132 Registration Status Registered
EU Single PARD Options * Publish UK Responsible Person Mame
Registration Number * Publish UK Rezponsible Person Address
(SRN) * Publish Organisation's Name

* Publish Organisation's Add
Role f Account Type Manufacturer | UK Reszponsible Person el Eanizstion= ress

Company Type Limited Company Company 654321

VAT Number 123456 Registration Number
Registered under Mo
[ Created Date 19 September 2019 ] 17 I

Organisation Details

Organisation » Dental laboratory Telephone MN/A
Description * Manufacturer of Medical device software .
Fax MN/A
= Other
Registered Address 10 South Colonnade, 10th Floor Area 7 Website N/A
Canary Wharf
Lendan
Greater London
E144PU
England, United Kingdam
Contact Details
Full Name Peter Smith Email devices transformation@mhra.gov.uk
Job Title Regulatory Affairs Manager Telephone 02030808000
Customer Service Contact
Telephone Mo. 02030208000 Email Address devices transformation@mhra.gov.uk
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Registering new devices

1. Click on the name of the manufacturer of the device as appropriate, this may be your
organisation or your represented organisation.

Please note:
o Devices must always be added to the organisation who is the legal manufacturer of
the device.

e Check that the manufacturer information is correct (see Updating Registrations).

AGENCY SERVICES

Device Registration & Certificates of Free Sale

Your Organisation

Mame Address Country Devices (Products) Registration
Status
MHRA DEMO ' 10 South Colonnade, Canary Wharf, London, E14 4PU England, United Kingdom oo o]

Hey
@ Registered () Mot Registered @ Unregistered Suspended

Manufacturers you represent

Only registered manufacturers appear here. Newly submitted and draft manufacturers can be
found from the Applications list. m

he Add De:

iditional devices on the existing account.

Search by manufacturer name:

| | |SE.\!RCH |

Mame f Address Country Devices (Products) Relationship Registration
Status

DEMO Represzented Organisation ] 123 Street, Sea View Industrial Estate, Boston, 12345 United States 1{1} UK Responsible Persan @

Key

/] ed () Not @ Unreg p X Rejected

List of Importers
Mame T Address Country Relationship Status
Demo Importer Unit 765, Waterloo Crescent, Harbour House, DOVER, CT17 38U England, United Kingdom UK Responsible Person =]
DEMO TWO Importer 345 Haven Reoad, Industrial Estate, Rochester, CT10 7EU England, United Kingdom UK Responsible Person [-]

Key
O Active ) Inactive

Terms and Conditions | Contact device.accounts@mhra.gov.uk Cogyright @ 2020 Medicines & Healthcare produces Aeswiatony Assngy
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2. Click the Devices tab to review devices you have already registered and the device
status.

Please note that previously GMDN® Codes were only be displayed if you entered the
GMDN® Code when adding your device. We now display both the GMDN® Code and the
Term.

& 0

il lila ool APPLICATIONS  ACCOUNT MANAGEMENT

- Back to DR&CFS Services

: _ Order CF5 —: Manage Devices Update Registered Devices/Products
MHRA DEMO °

SUMMARY  APPLICATIONS  RELATED ORGAMISATIONS [Jlrallu=A4l PRODUCTS CONTACTS OTHER ADDRESSES DOCUMENTS  NEWS

° Devices

Status MDN Code Term Name 1 Device Type
] - Abdominal aorta endovascular stent-graft General Medical Device - Class Il
- _ General external orthopaedic fixation systern implantation Kit, single- System or Procedure Pack

use
] 35596 Vascular damp, reusable General Medical Device - Class lla

o Vascular cdamp, reusable General Medical Device - Class lla

Key
@ Registered () Not Registered () Deleted X Rejected @ Conformity assessment certificate expired Pending Amendment

3. Click the Show Filters link to search for specific devices.

~— Hide Filters

Device Type / Class Device Registered Date GMDN Code / Term Custom Made Regulation/Directive:
" Name

e de % =] - -

Is Sterile? Is Measuring Is Single-use? Is Reprocessed single- Custom-made SPP
use?
Reusable Surgical Is Active? Is Implantable? Is Intended to Intended purpese other
Instruments? Administer/remove than medical(Annex
M T medicinal product? XV
Is CFS Ready Presence of Presence of Has a Clinical Basic UDI-DI Issuing
Medicinal/Herbal Blood/Plasma investigation been Entity
7 substance substance conducted

Basic UDI-DI Number Device Registration Is Device Updated? Show

status
T SEARCH |[aliZY:] 10 per page -

4. Click the Add Devices link to add new devices.

Please note that if you need to manage devices e.g. add new product to an existing
device or link a new Conformity Assessment Certificate/Self-certification conformity
declaration, please refer to the Manage registered devices section.

If you need to update devices or products for example add data to fields you did not
complete at time of registration, or update obsolete GMDN® Code or Term, please refer
to the Update registered devices and products section.
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Add devices using GMDN®

1. Select the appropriate device type for the medical device to be registered.

2. Entering appropriate words into the Global Medical Device Nomenclature GMDN®
Code/Term text box will give you a list of GMDN® Terms to choose from. Entering more
words into the box will reduce the list.

GMDN® Members may enter a GMDN® Code into this box.
Please note The GMDN Agency provides a free enquiry service if you are in
doubt about the correct GMDN® Term to select for your device

3. Click on a Term name to make your selection. You must pick a GMDN® Term from the
list.

Declare devices
What type of device is it?
© General Medical Device

In Vitro Diagnostic Device

Active implantable device (Directive 90/385/EEC only}

System or Procedure Pack

Q= )

Term name 1

I Abdominal sorts endovascular stent-graft l

Abdominal acrta endovascular stent-graft deployment aid
Antibody-coated coronary artery stent

Aprtic arch branch veszel endovascular stent-graft

Aortic arch endovascular stent-graft

1-50f87 >

= View all GMDN terms and definitions

SAVE & EXIT DELETE APPLICATION

4. If you are unsure of a term’s definition you can select the View all GMDN® Terms and
definitions. You will be presented with a list of terms which you are able to refine by
typing keywords into the text box.

[ = View all GMDM terms and definitions ]

m SAVE & EXIT DELETE AFFLICATION

5. Once you have found the appropriate term, you can Hide GMDN® Terms and definitions
to allow you to continue completing the page.

| —Hide GMDN terms and definition ) |
sortic stent Search GMOV Defimision hars

Term name 1t Term definition

A sterile non-bioabsorbable tubular device intended for endovascular implantation within an aortic arch
branch vessel to allow unrestricted blood flow to the sortic arch branch veszel during implantation of an
endovazcular stent-graft within the aortic arch: it indudes an animal-derived heparin surface to prevent

Aaortic arch branch vessel endovascular stent-graft thrombaosis. It is typically made of a metal alloy that forms an outer mesh structure with an inner synthetic
polymer tube (endovascular graft) and iz intended to be attached to the parent endovascular stent-graft
(notinduded). Itis percutaneously inserted via the femoral artery to the site of implantation and expanded
in situ; disposable implantation devices may be induded.

A sterile non-bioabzorbable tubular device intended for endovasoular implantation, in @ modular
configuration, to repair lesions of the aortic arch and descending thoracic aorta. It is typically made of
metzl alloy [e.g., nickel-titaniurn alloy (Nitinol]] that forms an cuter mesh structure with an inner synthetic

Aortic arch endovascular stent-graft polymer tube (endovascular graft). It includes a docking portal(z) for attachment of an andillary
endovascular stent-grafi(s) [not included] to occupy and allow flow to 2n aortic arch branch vessel(s). Itis
percutaneously inserted via the femoral artery to the site of implantation and expanded in situ; disposable
devices associated with implantation may be included.

1l1|Page
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6. Answer all the questions that appear after you have selected the appropriate GMDN®
Code or Term. These will differ depending on the device type you have selected.

Please note Failure to declare compliance the correct regulation or directive that you are
certified for will result in your registration becoming invalid and you will be charged a
further statutory fee to make the relevant changes.

Declare devices

What type of device is it?

© General Medical Device
In Vitro Diagnastic Device
Active Implantable Device
System or Procedure Pack

GMDN Code/Term

37840 - Cartilage knife

=V

s it custom made?
Yes

O No
What risk classification applies to this device?
© Clas= |

Class lla

Class b

Class Il

Click here to know about risk classification.

Which directive/regulation does this device comply with?

© UK VDR 2002 (51 2002 No 618 as amended), Part Il
Directive 93/42/EEC

EU medical devices regulations 2017/745

MHRA will only accept registrations for sterile and/or measuring Class | and all Class lla,lIb and |1l devices under (EU)2017/745 if the EU
Notified Body is designated under the EU Medical Devices Regulation 2017/745.
Device labelled as sterile?

Yas
No
Single-use device?
Yes
No
Reprocessed single-use device?
Yas
No

Are any of the products related to this device active?

inister and/or remove medicinal product?

Are any of the products related to this device measuring?
Yes
No

Basic UDI-DI Issuing
Entity

Presence of a substance which, if used separately, may be considered to be a medicinal/herbal medicinal product

Presence of a substance which, if used separately, may be considered to be a medicinal product derived from human blood or human

Has a Clinical investigation been conducted?

e w SAVE & EXIT DELETE APPLICATION

7. Click either the Continue button to proceed to the next page or the Save & Exit button to
save and exit and resume application before submitting to MHRA. The Continue button
will not be enabled until you have answered all the mandatory questions.

8. You can Delete Application at any stage before submitting to MHRA. This will delete all
devices in the application.
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Upload Self-certification conformity declarations

1. If your device does not require a Conformity Assessment certificate issued by a UK
Approved Body or EU Notified Body, you must upload a Self-certification conformity
declaration. The document required will depend on the device type and
Directive/Regulation your device complies with as follows:

e Declaration of Conformity — Class | medical devices and General IVDs that do not
require certification by a UK Approved Body or EU Notified Body i.e. non-sterile, non-
measuring, non-reprocessed, not a re-usable surgical instrument. Find out more
about Declaration of Conformity / EU regulations

e Declaration for all system or procedure packs and assemblers — to UK MDR 2002
Regulation 14, Article 12 of Directive 93/42/EEC, or Article 22 of EU Regulation
2017/745, as appropriate. Find out more about UK MDR 2002 Regulation 14 / EU

regulations

e Declaration for Performance Evaluation —to UK MDR 2002 Regulation 43 Statement,
Annex VIII of Directive 98/79/EC) or Part A of Annex XlII of EU regulation 2017/746,
as appropriate. Find out more about Performance Evaluation / EU regulations

e Custom-Made Statement — for each custom-made device (GMDN® Code or Term),
that does not require a Conformity Assessment certificate, you need to upload a
Custom-made Statement. Find out more about Custom made statement and see
important information below concerning legislation for custom-made devices.

Details of the content of the custom-made statement can be found in the relevant

directive/regulation that applies to your device:

¢ Regulation 15 of UK Medical Devices Regulations 2002 (S.l. No. 618, as
amended), Part Il

¢ Regulation 28 of UK Medical Devices Regulations 2002 (S.l. No. 618, as
amended), Part 11l

¢ Annex XllII of Medical Devices Regulation (EU) 2017/745

Please note that the custom-made statement that you upload to our system must not
contain any patient identifiers e.g. patient name, NHS or hospital number etc. as this
would contravene the General Data Protection Regulation (GDPR).

However, the statement you provide to the patient/clinician with the device, does need to
include the patient name. Please refer to our online guidance on statements at
https://www.gov.uk/government/publications/custom-made-medical-devices

Important information:

GB market:
Custom-made devices under the EU MDD (93/42/EEC) or EU AIMDD (90/385/EEC)
can no longer be registered for the purposes of placing on the GB market.

You can register your custom-made device under UK MDR Part Il or Part Il (which is
currently consistent with EU medical devices directive requirements) for the GB market
only, with a suitable accompanying custom-made statement.

13|Page
Version March 2025 v1


https://www.gov.uk/guidance/medical-devices-conformity-assessment-and-the-ce-mark
https://www.gov.uk/guidance/medical-devices-eu-regulations-for-mdr-and-ivdr
https://www.legislation.gov.uk/uksi/2002/618/regulation/14
https://www.gov.uk/guidance/medical-devices-eu-regulations-for-mdr-and-ivdr
https://www.gov.uk/guidance/medical-devices-eu-regulations-for-mdr-and-ivdr
https://www.legislation.gov.uk/uksi/2002/618/regulation/43
https://www.gov.uk/guidance/medical-devices-eu-regulations-for-mdr-and-ivdr
https://www.gov.uk/government/publications/custom-made-medical-devices
https://www.gov.uk/government/publications/custom-made-medical-devices

MHRA Device Registrations Reference Guide Medicines & Healthcare products

Regulatory Agency

2.

Northern Ireland market:
Only custom-made devices consistent with EU MDR 2017/745 can be placed on the

Northern Ireland market.

However, custom-made devices registered under the EU MDD or EU AIMDD and placed
on the market in an EU member state other than Northern Ireland, prior to 26 May 2021,
can still be registered with MHRA for the purposes of placing on the NI market only. The
content of the custom-made statement needs to have been drawn up prior to 26 May
2021 and be consistent with:

e Annex VIII of Medical Devices Directive 93/42/EEC

e Annex 6 of Active Implantable Medical Devices Directive 90/385/EEC

Important note concerning CE UKNI-MDR/IVDR option.

You must not select the CE UKNI-MDR/IVDR option for self-certification conformity
assessment type. This type of assessment can only be undertaken by a UK Notified
Body. See further information under the UKNI Indication section at:

https://www.gov.uk/quidance/requlating-medical-devices-in-the-uk#regulation-of-medical-
devices-in-northern-ireland
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3. Click the Upload button and select the relevant Self-certification conformity declaration
file stored on your system.

a/ 0O

gl APPLICATIONS  ACCOUNT MANAGEMENT

Add New Devices for MHRA Demo - TEMP20230418142616

v
Manufacturer Device Self-certification Products Review Payment
conformity
declarations

Self-certification conformity declarations: 35310-Orthodontic
retainer

» Declaration of Conformity - Class | medical devices that do not require certification by 2 UK Approved Body or EU Notified Body i.e. non-
sterile, non-measuring, non-reprocessed. General IVD medical devices that do not require certification by a UK Approved Body or EU Notified
Body.

» Custom-Made Statement - All custarm-made devices.

» Declaration for all system or procedure packs and assemblers - to UK MDR 2002 Regulation 14 {Article 12 of Directive 93/42/EEC) or Article
22 of EU Regulation 2017/745.

* Declaration for Performance Evaluation - to UK MDR 2002 Regulation 43 Statement (Annex VIl of Directive 98/79/EC) or Part A of Annex X1
of EU regulation 2017/746.

UK MDR 2002/ Medical Devices Directive 93/42 EEC & Medical Devices Regulation (EU) 2017/745

Select from existing Self-certification conformity declarations

Filename Document Reference Conformity Assessment Type

Customn-made Statement 1 Custom1 CE - MDD/IVDD/AIMD

At least 1 Dedaration of Conformity/Custom-made Statement document must be selected

Upload a new Self-certification conformity declaration

@ Custom-made Statement - ...
DOCX -11.73KB

File size limit should not exceed 15MB. Only the following file formats are
acceptable: .doc, .docx, .pdf, Jpg, Gf, .png, .odt

Filename must not contain any special characters other than
hyphen (-) or underscore ().

We may request further technical documentation from you that
demonstrates your products conform to the requirements of the
Medical Device Regulations. If you fail to co-operate with our
requests we will consider using our enforcement powers.

Conformity assessment

[UKCA- UK MDR 2002 Part Il/Part lIl/Part IV -]

If you are providing Self-certification conformity declarations for CE marked
devices, you must ensure that you have appointed an EU Authorised
Representative (EC Rep) in one of the EU 27 countries or in Northern Ireland
Find out more about Declaration of Conformity / Custorn made
statement/ UK MDR 2002 Regulation 14 / Perfermance Evaluation / EU.
regulations

Document Reference

[ UKCA_Remainer vl ]

Reference must not contain any special characters other than
hyphen (-) or underscore ().

l UPLOAD DOCUMENT l
' m SAVE & EXIT || BACK DELETE APPLICATION

4. Select the Conformity assessment that your device complies with from the dropdown.

5. Add a Document Reference of your choice. This must not contain any special characters
other than hyphen (-) or underscore () otherwise the document will not upload. You will be
able to search devices by reference when managing your devices.
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Click the Upload Document button to confirm details. Repeat the process to add more
documents. You can select from these as you add more devices (GMDN®).

Click the Continue button to proceed to the next page or the Save & Exit button to save and
exit and resume application.
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Select from existing Self-certification conformity declarations

1. If you have already uploaded documents previously, from the Select from existing Self-
certification conformity declaration area ensure that the correct document is selected.
Tick the check box to the left of the filename to select the document.

2. You can filter by Conformity Assessment Type. All types will be displayed to enable you
to unlink any incorrect or no longer valid types. Please note that the following types are

no longer valid:

UKCA — MDD/IVDD/AIMD

CE (UK NI) — MDD/AIMD/IVDD
CE (UK NI) - MDR/IVDR

Please note if you have just uploaded a Self-certification conformity declaration it will
automatically be selected.

3. Click the ‘Continue’ button.

Add New Devices for MHRA Demo - TEMP20230418142616

v
Manufacturar Dievice Self-certification conformity Products Review Payment
declarations

Self-certification conformity declarations: 35310-Orthodontic retainer

» Declaration of Conformity - Clazz | medical devices that do not reguire certification by 2 UK Approved Body or EU Mot fied Body ie. non-sterile, non-measuring, non-reproceszed. General VD
medicz| devices that do not require certification by 3 UK Approved Body or EU Motified Body.
* Custom-Made Statement - All custom-made devices.

» Declaration for all system or procedure packs and assemblers - oo UK MDR 2002 Regulstion 14 (Articds 12 of Directive 33/M42/EED) or Article 22 of EU Regulation 2017/745.

+ Declaration for Performance Evaluation - to UK MODR 2002 Regulation 42 Statement (Annax VIl of Dirsctive S2TEC) or Part A of Annex Xl of EU regulstion 20177

UK MDR 2002/ Medical Devices Directive 83/42 EEC B Medical Devices Regulation (EU) 2017/745
Conformity Assessment Type
Select from existing Self-certification conformity declarations -
Filename Diocument Reference Conformity Assessment Type

Custom-made Statement - Orthodontic Retsiner UKCA_Retainer w01 KICA - UK MDR 2002 Parc Il/Part [I/Part IV *
Custom-made Satement 1 Customi CE- MDD/IVDD/AIMD

Upload a new Self-certification conformity declaration

upLosp | Oy
File sig2 lieniil showld el exceed 15ME. Only the Fallowing file lermals are acceplable: dae, docx, pdl
Jpg. Ul _prg, ode
Filename must not contain any special characters other than hyphen (-} or underscore {_).
We may request further technical documentation from you that demonstrates your
products conferm to the requirements of the Medical Device Regulations. If you fail to co-

operate with our requests we will consider using our enforcement powers.
Conformity assessment

Morthesn Ireland

Find out more about Declaraton of Conformity £ Custom made staterment £ UK MDR 2002
Regulztion 14 / Performance Evalustion / EU regulations

Document Reference

Reference must not contain any special characters other than hyphen [-) or underscore
Lk

UPLOAD DOCUMENT
e l CONTINUE | SAVE & EXIT || BACK DELETE APPLICATION
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Upload Conformity Assessment Certificates (if applicable)

1. Click the Upload button and select the Certificate issued by a UK Approved Body or EU
Notified Body, stored on your system.

Important note concerning CE UKNI-MDR/IVDR option.

This type of assessment can only be undertaken by a UK Notified Body. See further
information under the UKNI Indication section at:

https://www.gov.uk/quidance/requlating-medical-devices-in-the-uk#requlation-of-medical-
devices-in-northern-ireland

2. Select the correct Certificate Type from the dropdown menu.

e Enter the correct Certificate Expiry date.

e Add the Certificate reference. This must not contain any special characters other
than hyphen (-) or underscore () otherwise the document will not upload. You will be
able to search devices by reference when managing your devices.

e Select the correct UK Approved Body/EU Notified Body designation type

3. Select the correct UK Approved or EU Notified Body from the list. If it does not appear
on the list, click Other and Search using key words to find the correct one.

4. Click the Upload Certificate button to confirm details.

Upload a new certificate
e [ i ”‘ — ]
File sim t exceed 15MB. Only the following File formats are acceptable: doc, docx, pdf, jpg,

We may request further technical documentation from you that demonstrates your
products conform to the requirements of the Medical Device Regulations. If you fail to co-
operate with our requests we will consider using our enforcement powers.

Expiry date
immiay

Certificate reference number

UK Approved Body designation/European Notified Body

elect UK Approved Body or EU Notified Bos
BEI

5G5S United Kingdom Limited
UL INTERNATIOMAL (UK} LTD

Other
( UPLOAD CERTIFICATE

5. Atable will appear on the page showing the uploaded Certificate, this will be pre-
selected. Repeat the process to upload more Certificates as necessary for the device. As
you upload more certificates, they will appear in the table for you to select from when you
next add devices.
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6. You can filter by Conformity Assessment Type and Status. All types will be displayed by
default to enable you to unlink any incorrect or no longer valid types. Please note that the
following types are no longer valid:

UKCA — MDD/IVDD/AIMD
CE (UK NI) — MDD/AIMD/IVDD
CE (UK NI) — MDR/IVDR

7. You can filter by Certificate Status of All, Active and Expired.

° Conformity Assessment Type Certificate Status
ALL M | ALl M |

Select from existing certificates

Ref Expi UK A d Body/EU Notified  Conformity Assessi t
Filename erence piry Certificate type pprove: W i Formity men
no date Body Type
CE Certificate Full Quality Assurance (Annex Il =2
° [ [ ] 3 CE4567 31/03/2022 excluding Section 4) TUV NORD CERT GmbH CE - MDD/IVDDYAIMD ]
CE Certificate Full Quality Assurance (Annex Il
3 AIMD 3170772021 excluding Section 4) BSI CE - MDD/IVDDYAIMD
CE Certificate cE123 /052021 © Full Quality Assurance (Annex II 251 CE - MOD/IVOD/AIMD

1 excluding Section 4)

8. Click the Continue button to procced to next page or the Save & Exit button to save and
exit and resume application.

Please note if you have selected an expired certificate or if any expired certificates are
still linked to a device the Continue button will not be enabled. Unlink expired Certificates
and upload new ones or link device to an active certificate.

° CONTINUE [tV 300 DELETE APPLICATION
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Select from existing Conformity Assessment Certificates

1. From the Select from existing certificates area ensure that the correct Certificate is
selected. Select the Certificate by ticking the check box to the left of the certificate
filename.

2. You can filter by Conformity Assessment Type. All types will be displayed to enable you
to unlink any incorrect or no longer valid types. Please note that the following types are
no longer valid:

UKCA — MDD/IVDD/AIMD
CE (UK NI) — MDD/AIMD/IVDD
CE (UK NI) — MDR/IVDR

3. You can filter by Certificate Status of All, Active and Expired. If you can’t see the expired

certificates under the ‘All’ filter, select ‘Expired’.

Q (Ennfnrm(y Assessment Type

Select from existing certificates

Filename Reference no Expiry Certificate type UK Approved Body/EU Notified Body Cenformity Assessment
date Type

UKCA Certificate 2 UKCA_BSI_54221  30/04/2028 ;:![2”::;" Assurance (Annexll &xcuding ooy ssrance UK Lud CE UKNI - MORAVOR
Design Examination Certificate (Annex Il

UKCA Certificate 1 UKCA_BSI_122345  30/04/2028 BSI Assurance UK Ltd CE UKNI - MDRAVDR
with Section 4)

L e G ] EUMDR_321 30/04/2024 el e Al RISE Research Instinutes of Sweden AB CE - MDR/IVDR

Documentstion Annex X Chaprer I Chsprer )

MDR CE Cersificaie 1 Quality Manzgement ¢y 453 30/04/2024 Quality Management System (MORANMEX  pice b carch Institutes of Sweden AB CE - MDR/VDR

System Annex IX Chapters | and Il X, Chapters |, Il

CE Certificate 7 cE7 3111072022 Full Qualicy Assurance (Annexll excluding gy a2 rance UK Ld CE - MDD/IVDD/AIMD
Section 4)

Q CE Certificate 5 UKCAT 3110/2021 ;:![fg'ﬂlw Assurance (Annex Il excluding ) sccance UK Led UKCA - MDD/IVDD/AIMD
CE Certificate 4 CE123456 2111272019 Type Examination (Annex V) BSI Assurance UK Ltd CE - MDD/IVDD/AIMD
CE Certificste 1 cE123 31/12/2019 Full Qualicy Assurance (Annex IV) TOV SUD Praduct Service GrbH CE - MDD/IVDD/AIMD
e T VD Production Quaiiy Assurence limited o LLOYD'S REGISTER QUALITY ASSURANCE ¢ _ine oy

sterile aspects (Annex V) LTD (0028)
CE Certificate 2 CE1234 31122019 Design Examination [Annex IV with BSI Assurance UK Led CE - MDD/VDD/AIMD

ect the certificates with the correct conformity assessment type '

Section 4}

1-100f12 >

4. If you have selected a certificate with incorrect Conformity Assessment Type a warning
message will appear and the Continue button will not be enabled. If you have selected
an expired certificate the Continue button will not be enabled .Unlink expired or incorrect
Certificates and upload new ones or link device to an active/correct certificate.

5. Click the ‘Continue’ button or follow the Upload Conformity Assessment Certificate
instructions to add another certificate.

5 I (e LIV SAVE & EXIT

DELETE APPLICATION
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Uploading expired CE certificates that are valid under EU MDR

See the latest guidance on our website, including a template to complete and upload at:

https://www.gov.uk/guidance/register-medical-devices-to-place-on-the-market#reqistration-
of-certain-medical-devices-that-have-expiredexpiring-ce-certificates

and

https://www.gov.uk/quidance/register-medical-devices-to-place-on-the-market#reqistration-
of-certain-medical-devices-which-are-eu-mdd-class-i-reusable-surgical-instruments-or-eu-
mdd-class-i-medical-devices-upclassified-from-class-i

The guidance has intentionally not been included in this Reference Guide as this may
change.

Please sign up for email updates by following the link on our webpage:

‘ Get emails about this page
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Adding products individually

1. Add the product details — this is the product-specific information including brand or trade
name, model/version and/or catalogue/reference and UDI DI and DI data, where
applicable.

Please note:

o Answer all the questions that appear. These will differ depending on the device type
and legislation you have selected.

e At least one product must be added per device group (GMDN® Code or Term).

e Model/Version and Catalogue/Reference data cannot be the same. You must enter
either Model/Version or Catalogue/Reference or both. You cannot select No for both
fields.

o We strongly recommend that you populate all fields, where applicable, and
particularly UDI DI and DI, as updating fields at a later stage cannot be done in bulk.

e UDI DI and DI data must be unique for each product and for each field within each
product.

Product information follows guidelines set by the International Medical Device
Requlators Forum in their document Common Data Elements for Medical Device
Identification

dd products one by one Add products in bulk

dical Device Name (Brand/Trade/Proprietary or Common name) You can also upload product information in bulk using our template. This is how
A name used to a5sist in the identification of the reguiated medical device. fr can be . Download our product template-always download a new template to ensure
brand trade, proprietary or COMmaon Name. you have the latest version.

Enable editing and/or content on the template.

Populate the template with your product information.

4. Do not paste formulas from other Excel documents and ensure text does not

Is Model/Version applicable? exceed maximum length specified for each field.

Ensure ‘Ready to validate’ message appears on the tamplate.

. Click for primary validation and correct any errors identified.

7. Ensure 'Ready for upload and validation. The validation will fail if you have not
completed the template correctly.’ message appears on the template.

wopa

kn

—Flesse Select— - &

Is Catalogue/Reference applicable? 8. Upload your completed template using the "upload” button below.

e i 9. Click the Confirm Bulk Upload and Preview products button (below] - limited

e SsE preview will be available - ensure all fields are correct in the template.
10, If secondary validations fails, you will see an error message indicating which

UDI Issuing Entity columns in the template require attention.

G51 AISBL

UPLOAD 1 Drop fie here

HIBCC

IcceBA CONFIRM BULK UPLOAD AND PREVIEW PRODUCTS

IFA GmbH

UDI not assigned
Product Status @

he GB & NI market hd

2. Certificates of Free Sale (CFS) customers, please note:

Only the data you enter in the Medical Device Name, Model/Version,
Catalogue/Reference, Basic UDI DI and Conformity Assessment Certificate Reference
fields will appear on the CFS certificate or schedule.
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3. Continue populating the fields on the screen. We recommend that you populate all
fields, where applicable. This cannot be done in bulk at a later stage.

Lot or Batch Number

Serial Number
Manufacturing date
Expiration date
Software version

Does the device incorporate human cells or tissues, or their derivatives

—Flegse Selac— -

Does the device incorporate animal cells or tissues, or their derivatives

—Flease Select— -

Are storage/handling conditions specified in the label/instructions for use

e —Flease Select— -

Q Y per | B 8

Meed for sterilisation before use

—Flease Select— -
‘What MRI safety information does the labelling contain?

—Flegse Selac— -

Does the label/instruction for use include Critical warnings or contra-
indications

—Flegse Selac— -
Containing latex

—Flease Select— -
Clinical size applicable

—Flease Select— -

UDI-DI from secondary entity

—Flease Select— -

Endocrine disruptor

—Flegse Select— A

tional product description

a' ADD PRODUCT '

4. Once you have answered all the questions, click the Add Product button — if you don’t
your data won'’t be saved.
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5. The Product preveiw table will appear at the bottom of the page with limited details. To
add more products individually go to the top of the page and repeat the process. If you
have many products to add, consider adding products in bulk, using a template

Product preview (products: 6)
Preview only displays limited fields

—

'é”:n‘:i;"o'r?:::;:"ame (Brand/Trade/Propristary or 1o yelVersion Catalogue/Reference (REF) UDI Issuing Entity UDI Device Identifier (UDI-DI) Product Status

PremiumS™ Stent 4 2.5mm 587878 G51 AISBL 04250274702216 On the GB market
Premium5™ Stent B 2.3mm 533445 G517 AISBL 04250274702192 On the GB market
PremiumS™ Stent A 3mm 5456465 G51 AISBL 04250274704739 On the GB market
Premium5™ Stent B 3mm 564645 G51 AISBL 04250274704753 On the GB market
Premium5™ Stent A Plus 4mm 535454 GS1 AISBL 04250274704777 On the GB market
Premium5™ Stent A4 Plus Smm 545466 G51 AISBL 04250274703543 On the GB market

6 items

DELETE APPLICATION l

° l (alel gl VIS SAVE & EXIT (| BACK

6. If you wish to remove a product you have just added, tick the box next to the Product
Status in the Product Preview table at the bottom of the screen.

7. Click Delete Selected to remove the products.
Please note you must add at least one product to enable the Continue button.
8. Once you have added all your products, click the Continue button to proceed.

9. Ifyou Delete Application, all devices in the application will be deleted.

24|Page
Version March 2025 v1




s

MHRA Device Registrations Reference Guide Medicines & Healthcare products

Regulatory Agency

Add products in bulk — product template

You can add multiple products (model/version detail, catalogue/reference, UDI DI and DI
data etc.) for a device using the product template.

Please note that uploading a template will clear all products previously added to this
GMDN?® in this application. Products uploaded in bulk will append to products previously
accepted by MHRA.

1. Read the instructions and click the link to Download our product template.

@

AGENCY SERVICES EIHY O NT MANAGEMENT

Add New Devices for MHRA Demo - TEMP20220217093240

v
Manufacturer Device Self-certification Products Review Payment
conformity declarations

Add products

Here you can add product information for the device:
62573-Aortic arch endovascular stent-graft

You need to provide medical device name, model/version and catalogue/reference
for each product. Product information follows guidelines set by the International
Medical Device Regulators Forum in their document Common Data Elements for
Medical Device |dentification.

Add products one by one Add products in bulk

Medical Device Name (Brand/Trade/Proprietary or Common name) You can also upload product information in bulk using our template. This is how

A name used to assist i the identification of the reguiated medical device. it can be & . Download our product template-always download a new template to ensur:
brand trade, proprietary oF COMMON MEme. you have the latest version.
2. Enable editing and/or content on the template.

W

Populate the template with your product information.

Do not paste formulas from other Excel documents and ensure text does not
Is Model/Version applicable? exceed maximum length specified for each field.

Ensure ‘Ready to validate' message appears on the template.

Click for primary validation and correct any errors identified.

Ensure 'Ready for upload and validation. The validation will fail if you have not
completed the template correctly.’ message appears on the template.

Is Catalogue/| PF ? &. Upload your completed template using the "upload™ button below.

Click the Confirm Bulk Upload and Preview products button (below) - limited
preview will be available - ensure &l fields are correct in the template.

10. If secondary validations fails, you will see an error message indicating which

bl

L

—Flesse

-,

e

UDI Issuing Entity columns in the template require attention.
G51 AISBL
upLoaD [} Drop fie rere
HIBCC
IcesBA | COMFIRM BULK UPLOAD AND PREVIEW PRODUCTS
IFA GmbH

UDI not assigned

2. The Excel sheet contains macros, so you need to Enable Editing on the Excel sheet.

File Home Insert Draw Pagelayout Formulas Data Review View Automate Help
(@) PROTECTED VIEW - i Int otain vi nless you n L " f Enable Editing x

E14 ~ i fe ~

" " . ,
General Medical Device Product Details '
Click for primary validation
‘Medical Device Name, Ve F ) and each product

I Unique Bevce ientier U1 5 3pphcatie, s ms select e LD 1ssing Ensy before proceeding o add e U dota

Product nfomatin lsows guideines se by e fecical Do Reguiaors Forum e docurent Commen

LI TG 57 v SR AT i PR S

el Pivase sraw Batyov " itz have copied ad Easied nk

empite
T A e B T — TR B FreiTa TSR U S
assistin o 3400 OThe 4GUIAIBG | YETo Ko e Cropaon OGNGNs. |epres4nt né mecical ewice of & Ty |Se1ec YN o M rogdown apins |Regut ey I 3pecibc MeGical GeiceFom I Gropcown oplons. E—
mecical ece. 1 can B 5 brand, Ve o geices o goap man varoas st 55 6/t 0 1 oV, anction and rocess. T o nave assignsa
Grogitar a camman name. Msxmum nave snarsa cnaractnahes. My nave Ve smoata spely e spacinc medical setce oy Te-agtmat T
(Creracirs- 2551 ot sioctes s massivers an sec o i 1t Reguistea vty gz range. siman HIECC Ul
for i Modal/ersion appicable? CatalogueiRateranca is sometimas rafemsd o by (Chack Character

question (Waximum Characters: 100} other et such as SKU (Siock Keeping Ui fyou

have not sllocaled a CatalogueReference select 'No'
Jfor 1s CatalogueiReference appicable? question
(Maximum Characters: 255)
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3. Enable Content before you complete and save the template on your system.

The red warning box will appear at the top of the template indicating that it is not ready
for upload.

Fle Home Inset Draw Pagelayout Formulas Data Review View Automate Help © Comments

& [ EEE = = B v /O S

Paste b~ Sensitivity
- -

clipboard 15 Font Number Styles cels Ediing Analysis | Sensaivity | Addins

() SECURITY WARNING Macros have been disables

B3 ~ Jx  Youneed to provide Medical Device Name, on and Catalogue/Reference (REF) and additional data for each product. If Unique Device Identifier (UDI) is applicable, you must select the UD! Issuing Entity before
proceeding ta add the UDI data. Product information follows guidelines set by the Intemnational Medical Device Regulators Forum in their document: Common Data Elements for Medical Device Identification,

Click for primary validation H

REF). The valus given By Bie o e 33230 UIDIS yu mius1 £ 81801 e UDI 128410 Enlly
ity the specitc from e dropdawn oplions

General Medical Device Product Details

t
 the Intemational Merical Dewice Reguiai
g arly valis OMer Tian
gz carsnly etare
temiate

S Aname usedin

ity |Select VesiHa fram

wand, ade,
i

4. Key points to note when completing template:

The red warning box will appear at the top of the template indicating that it is not ready
for upload until you have populated, at minimum, all applicable fields. Please read the
important information in the headers of each column.

e You need to use a separate template for each device (GMDN® Code or Term).

¢ The templates are different and depend on the device type. You must use the correct
template for the device type.

e One row per product when completing product template.

o Model/Version and Catalogue/Reference data cannot be the same. You must enter
either Model/Version or Catalogue/Reference or both. You cannot select No for both
fields.

o We strongly recommend that you also populate all fields, where applicable, and
particularly UDI DI and DI, as updating fields at a later stage cannot be done in bulk.

e UDI DI and DI data must be unique for each product and for each field within each
product, with the exception of Unit of Use UDI DI — see below.

o We are aware that Unit of Use UDI DI can be same across multiple products,
however the bulk upload template does not curently permit this. You can omit the
Unit of Use UDI DI from the template and then add the duplicated Unit of Use UDI DI
by using the Update Registered Devcies and Products function. We are working to
resolve this issue on the template.

e Note the maximum characters for each field.

e Where dropdown options exist, select from the dropdown — do not paste data into
these fields as secondary validation will fail.

¢ Do not make any changes to the layout of the template otherwise it won’t upload.
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¢ A maximum of 1000 products can be added to the template. If you have more than
1000 products for a single GMDN®, upload 1000, create separate templates for the
remainder and upload in separate applications. There is currently no fee to add
products to registered devices.

e Use the “Paste Values” option in Excel if you need to copy product information from
another spreadsheet into the bulk upload template.

e We can only accept information about your products if they are entered individually in
the system or by using the bulk upload template.

¢ You must complete all the applicable fields until the red box at the top of the template
turns amber and states ‘Ready to Validate.

o Certificates of Free Sale (CFS) customers, please note:
only the product information you enter in the first three columns of the template
(Medical Device Name, Model/Version and/or Catalogue/Reference) will appear on
the CFS certificate or schedule.

Important note:
It is possible that due to your local security permissions, the following warning message
may appear when you download the template:

File Home Insert Draw Page Layout Formulas Data Review View Automate Help

& |Arial vz =
- B~ ‘

Paste A =]

-

= Iy L Number Styles

@ SECURITY RISK Microsoft has blocked macros from running because the source of this file is untrusted. | Learn More

E14 vl fx

If the above message appears, you will need to unblock the file (usually from your hard
drive) — only do this in agreement with your IT Support team. Please be aware that
the template will not work if the macros in the template are disabled in any way. If you do
not wish to trust the macros you will need to add the products individually.

B} Product Bulk Upload Template - General Medical Device (2. X

General  Secuity Details Previous Versions

@E, 1Bulk Upload Template - General Medical Device (23)

Type offile:  Microsoft Excel Macro-enabled Worksheet (xism)

Openswith:  E Excel Change

Location H
Size 427KB (437.408 bytes)

Size ondisk:  432KB (442368 bytes)

Created: 29 July 2024, 08:44:55
Modified: 29 July 2024, 08:44:56

Accessed: 29 July 2024, 08:45.08
Atributes: [JRead-only (] Hidden Advanced

Security This fle came from another computer gy
[ and might be blocked to help protect 8 UnBIock

this computer
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5. Ensure that the red warning red box at the top of the template has turned amber and

states ‘Ready to Validate’

6. Click for primary validation

File Home |Insert Draw Pagelayout Formulas Data Review View Automate Help

fﬁ & Arial ~|12 === 8

e B & A 5] E % 9
e =

Clipboard Ry Font Alignment Number
D11 v fx| smm

General Medical Device Product Details

Styles

=3 I

Format

Cells

You need ta provide Medical ata for
IfUnique Device [denbiier (UDI) is apglicable, you muetsclmm UDI Issuing Enlﬂt bclm proceeding lo add the UDI data
Product information follows guidelings 3et by e Intemation: document Cammon

In fields that have dropdawnsIpicalists, mmng any valué oiher than t1e oplions in the dropacwrpicKISt will esultin validation
Tailure Please ensure you have copied and pasted into the

elds carefully
template

0~

ZY

Select v

Editing

[ Comments |

R

Sensitivity

@3

Analysis

2

Find &

Sensitivty | Add-ins

Click for primary validation

(

[— ]

WodelVersior The value Used o
represent one medical deice or a family
lof devices to group many variztions it
|have shared characleristics If you have
Inot allocated a mode(version select o'
for 1= Moseuversion applicatie?
|question (Maximum Characters: 100}

[Medical Device Name: Aname used lo able? Seledt
s5ist Inthe idenliicaion of the regulated |Ves/o rom the dropdown options,
madical device. It can be 3 brand, rads,
ipropriatary of common name. (Maximum
[Characters: 255}

Select Yes/Na from the dropdown options. |Regulated Entily 1o (dentfy e specific medical device,

[Catalogue/Reference (REF): The valug given by the

25 itrelates fo fts formifit uncion and process. The
\value should apply (o one specific medical dewice only
within that Regulaled Enity's device range.
(CatalogueiRetsrence Is SOMElimes refemad o by
ciher ferms such a5 SKU (Stock Keeping Unit) f you
have not allocated a CatalogueReference select Mo
for Is CatalogueiReference applicable? question.
Maimum Characters: 255)

iy haue ‘azsignad UDIs you must select the UDI Issuing Entity
o he dropdown option:

7.
characters will be highlighted in blue.

Fle Home Insert Draw Pagelayout Formulas Data Review View Automate Help
= s A & ===
paste. 1 B I U H. A =] FE~ % 9
- o = =
Chipboard ~ Font Alignment MNumber
~ i Jfx Sed ut perspiciatis, unde omnis iste natus error sit accusantium q

General Medical Device Product Details

Cells

laudantiumonc

T~

&~

7

Editing

If primary validation fails a warning message will appear and the cells with excess

0

Find &
Select »

device identifler (UC.
you have assigned
14-digit formal The.
assiones HIBCC U
(Check Character

Premiums™ Stent & [ves [z5mm ves GS 1 MISEL 1274702216
Premiums™ Stent B Yes [2 Emm Yes GS1 AISBL 02250274702183
Premiums™ Stent& Ves [3mm Yes G5 1 AISBL 0425027470473
Premiums™ Stent B8 [ves [3mm Yos (G5 1 AISEL 02250274704753
PremiumS™ Stent A Pius. [res [amm Yes GS 1T AISBL 0225027470477
Premiums™ Stent & PIus. Ves [Smm Yes GS1 ASEL 02250274705545

© Comments

S

Sensitivity

anslysis | sensitiity  Add-ins

Click for primary validation

— —
You nesatc pronds Medical Devic Hams and adaiional Gata
X Ready to vadate.
Frodud Medical Forumin thex docu
T wiGs tha b IpicKIists, entering han e options in ih Tt will
failure Please ensure iat you check allfields carefully nmﬂ:lgzuanunmmmlam ifyou have copied and pitet et i el Highighicd i BLUE excecls maxmum character length -

Misdical Device Nare: A Rame Used ko Select  [ModelVersion: Th vak refer %o mumdnum length in column hesdérs. ihe V1M o hawve as3igriad UDIS you miust S slectthe UDI Issuing Enity T don)
assist in i idaniificaion of the regulated 3 madical delice viceFom the cropdomn octons denica identfier (UC

of devicas to group many iz
nave sharea cnaracterist . It

medical dewce. it can be 3 orand, race.
proprietary of common name. (Masmum
Characters. 265)

for
(question (Masimum Chara

Sslet
[for Is CatalogueReterence applicaie? queston
(Masimum Characlers. 255)

you have azsigned
14-mgit format. The
assigned HIBCC U

|Premiums™ Stent & [ves 25mm ves 04250274702215
PremiumS™ Stent & [ves 25mm Yes 04250274702193
Fremums™ Stent & [ves £l 04250274704730
Premiums™ Stent [ves
Promaums™ Stent A Fis. [vas

[¥es }GS1 ASBL }mzsﬂzﬂms&ﬂ

[PremiumE™ Stent APius
I
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8. Locate the cells highlighted in blue on the template and amend the text.

File Home Insert Draw Pagelayout Formulas Data Review View Automate Help © Comments
T S e ey - P B EmEE iy O 5
Arial ~[105 = | [ I & >
kY B Ry BEE I I
Paste B I U oL A - c . O 8 Format Find & Sensitivity
-8 - : ’ - Select~ -
Cipboard Font Alignment Number Styles. cells Editing analsis | Sensitiity | Add-ins ~
v e Sedut perspiciatis, unde omnis iste natus error sit voluptatem accusantium doloremque laudantiumoo ~

General Medical Device Product Details
‘ Click for primary validation

Vouneed provde Medical Device Hame fores
i ssglcatie. you Ui ssuing Enty beore proceeding l add he. Warming Ready o vadate
Wacal0
s rat ; for et |
e Pleass ensure prl Text in cells highighted in BLUE exceeds maxmum character length -
Medical Device Name: A name used 1o ‘ Seied [ModciVersion The vaie Use refer to madmum length in column headers. Foymne ing " o T
assistin o deri oguiaied represon v cal dmiceFom o cropown ostons: dico derifr (UT
mecica deice.fan be  brand, vace ofdevices to group many s 55, e you e assignea
propietatyor common name. G v anares cnaractenstice e o Tasgtiomat The
Characlers. 265) ot slloated a modslversion - assianedHBCC Ul
or i ogelversion appiicabi Cneck Characizr
2 63ton Masimum Craracte Anou
Ihave ot llocated s CafalogqueRelerence select 1o
forls GatalogueRicterence sppiicatie? queston
(Waimum Characters: 255)
Framums™ Sienia s sl oszs0z7aT0za1s
Promums™ Sien & (SIS 0425027470215
LmS Srents o aser 0435057 4704730
Premums™ Siente s aisaL 0375027470875
Framums™ Siont AFTE G5 seL 0425027 4704777
IP’EmumE“' Stent APlus. }G31 AISBL IDOIWTN?DS&IE

9. Click for primary validation again.

10. If primary validation passes, the ‘Ready for uploading to MHRA’ message appears —
click OK.

General Medical Device Product Details
Click for primary validation

1censier licasi j o > 1\ Ready to vahdate.
guidelines sel orum in el Common Mice x
el Giiarmg any
il feda: particutarty
Jesmplate. Ready for uploading to MHRA
o Davice Wame, A Aame ued o Seed  [WoaeiVerion The value wsed 1o i Foc T The vaiue given 57 e 7you have 333igned UDis y0u must 341ed e UDT T58uing Ently
atamiy [selectvflnio 1101ty he specinc s we
[medical device t can be a brand, rade, ot detces to group many varations that 5 forfltn tuncion and process. The you have assigned
oropretary o common name. (Manmum nave shared charactaristcs. f you have o 14-agitformat The
(Characters 255) o afiocated a modeihersion select No' oK iatodritys deace range as5i5n0d HIBCC UL
for Is Model/Version apphcable? 15 IS somefimes refermed to by [Check 4
| question (Maximum Characters: 100) ey s awch ZF SKU (Stock Keeping Unit) If you
\ & select No'
jeReference apphcadie” question
|(Maximum Characters 25%)

remiumS ™ Stent A Vo5 Smm Yes S87878 GS1 AISBL 104250274702216
tomiumS™ Stent @ ves LT i 225 TASEL 0425027470193
remumS ™ Stent A Ves i Ves Sigics 631 AL 0425027470473
remiumsS™ Stent B Yes mm Tres [SB4646 GS1 AISBL 04250274704753

remiumS™ Stent A Plus [Yes ren ves [S35454 [GS1AISBL. [04250274704777
Premiums™ Stent A Plus [Yes mm I¥es [S45456 [GSTAISEL 0425027470545

11. The ‘Ready for upload and validation’ message appears in the blue box. Save the
document. If you don'’t save it before uploading secondary validation will fail.

Please note that it is possible for the template to be ‘Ready for upload and validation’
but still contain errors, for example if you have pasted data in dropdown fields. We can’t
stop this happening in Excel, so we have introduced secondary validation in the system
to alert you to errors.

General Medical Device Product Details
Click for primary validation

ach proou

IfUnique (UDI) is applicasle,

ingto
Forum in meir document Comms

Sntening any value oher

¥

template
[Medical Device Name: Aname usedto [ & Seled  [MouelVersion Thevalue usedto s [CatalogueReterence (RET). The vakie gven b the fyou have as3ioned UDIs you must select the UDI Issuing Ently
orafamily [Select opsans. dovice identiier (UL
medical device. i can be 3 brand, rade, of devices 0 group miany variations that 3 8 rolates to #s form, function and procsss. The you have assigned
roprietary of common name. (Mpsmum [have shared charadteristics. ¥ you have [value should apply to one specic medical device only 14-digtformat The
(Chasacters: 255) nct allocated a modebversion select No' [within mat Regulated Entty's device range. assigned HIBCC U
for is Modelversion applicasie? (CatalogueReference is sometimes referred o by (Check Character
(question (Masimum Characters: 100) [other terms such as SKU (Stock Keeping Uni) If you

[nave not asocated 3 Catalogue/Reference seiect No'
for s CatasogueReference spplicadie? question
[(Maximum Characters: 255)
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12. Upload the completed template on the Product screen. Click the Upload button and
select the completed template from your system.

@ 0

AGEMCY SERVICES  EtENlathyiell ] WCOOUNT MAMAGEMENT

Add New Devices for MHRA Demo - TEMP20220217093240

v

Manufacturer Device Self-certification Products Rewview Payrment
conformity declarations

Add products

Here you can add product information for the device:

62573-Aortic arch endovascular stent-graft

You need to provide medical device name, model/version and catalogue/reference

for each product. Product information follows guidelines set by the International

Medical Device Regulators Forum in their document Common Data Elements for

Medical Device |dentification.

Add products one by one Add products in bulk

Medical Device Name (Brand/Trade/Proprietary or Common name) You can also upload product information in bulk using our template. This is how

A name used to assist i the identification of the reguiated medical device. it can be & . Download our product template-always download a new template to ensure
brand trade, proprietary or Commaon Name. you have the latest version.
Enable editing and/or content on the template.
Populate the termplate with your product information.
4. Do not paste formulas from other Excel documents and ensure text does not
Is Model/Version applicable? exceed maximum length specified for each field.
Ensure ‘Ready to validate’ message appears on the template.
. Click for primary validation and correct any errors identified.
7. Ensure 'Ready for upload and validation. The validation will fail if you have not
completed the template correctly. message appears on the template.
Is Catal f ? &. Upload your completed template using the "upload™ button below.
9. Click the Confirm Bulk Upload and Preview products button (below) - limited
preview will be available - ensure &l fields are correct in the template.
10. If secondary validations fails, you will see an error message indicating which
columns in the template require attention.

W pa

&

1
o

UDI Issuing Entity
G51 AISBL

HIBCC

ICCEBA

IFA GmbH

UDI not assigned

| COMFIRM BULK UPLOAD AND P

13. Click the Confirm bulk upload and preview products button.

Add products one by one Add products in bulk

Medical Device Name (Brand/Trade/Proprietary or Common name) You can also upload product information in bulk using our template. This is how
A name used to 3555t in the identification of the reguiated medical device. it can be & 1. Download our product template-always download a new template to ensure
brand, trade, proprietary or Comman Name. you have the latest version.
. Enable editing and/or content on the template.
. Populate the template with your product information.
4. Do not paste formulas from other Excel documents and ensure text does not
Is Model/Version applicable? exceed maximum length specified for each field.
. Ensure ‘Ready to validate’ message appears on the template.
- 6. Click for primary validation and correct any errors identified.
. Ensure 'Ready for upload and validation. The validation will fail if you have not
completed the template correctly.’ message appears on the template.
? &. Upload your completed template using the "upload” button below.
. Click the Confirm Bulk Upload and Preview products button {below) - limited
preview will be available - ensure all fields are correct in the template.
10. If secondary validations fails, you will see an error message indicating which
columns in the template require attention.

W

wn

—Flegse 5

=

w

UDI Issuing Entity
G51 AISEL Stent Graft 6 Products Bulk Upload Template - General...

HIBCC ¥L5M - 52683 KB

ICCEBA CONFIRM BULK UPLOAD AND PREVIEW PRODUCTS ]
IFA GmbH
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14. The confirmation box will appear, click Yes to continue and wait for secondary validation
to complete or No to cancel the upload.

Wait until validation is complete then check preview of the
products &t the bottom of the screen. Clicking No will cancel your
upload.

C

15. If you have uploaded an incorrect template (e.g. wrong device type), invalid template
(e.g. previous version), not completed all mandatory fields, not Clicked for primary
validation or saved the template before uploading, you will see an error message.

Add products one by one Add products in bulk

Medical Device Name (Brand/Trade/Prof yorc ) name) “Wou can also upload product information in bulk using our template. This is how

A name used to assist in the identification of the regulated medical device. it can be & 1. Download our product template-always download a new template to ensure
brand trade, proprietary or commaorn Name. you have the latest version.
2. Enable editing and/or content on the template.
3. Populate the template with your product information.
4. Do not paste formulas from other Excel documents and ensure text does not
Is Model/Version applicable? exceed maximum length specified for each field.
5. Ensure ‘Ready to validate’ message appears on the template.
6. Click for primary validation and correct any errors identified.
7. Ensure 'Ready for upload and validation. The validation will fail if you have not
completed the template correctly.’ message appears on the template.
&. Upload your completed template using the "upload™ button below.
—Dease Seleci— 5. Click the Confirm Bulk Upload and Preview products button {below) - limited
o - preview will be available - ensure all fields are correct in the template.

10. If secondary validations fails, you will see an error message indicating which
columns in the template require attention.
ormaldehyde 7 products Annex Il List A IVD Device v3 a...
M — 565.05 KB
You have used an incorrect template or template is not ready to upload. Please ensure

you have clicked on validate.

—Flease Selec— hd

Is Catalogue/Ref

UDI Issuing Entity
G51 AISEL

HIBCC
ICCEBA
IFA GmbH

. | CONFIRM BULK UPLOAD AND PREVIEW PRODUCTS
UDI not assigned

16. If the template has failed secondary validation:
a) Hover over the document reference until the X appears and click the X to
remove the template you have just uploaded.
b) Select the correct template or make any necessary amendments to the bulk
upload template, click for primary validation, save it and upload again.

17. If the template has passed secondary validation in the system, you will see the
Validation Complete message.

GS51 AISBL Stent Graft 6 Products Bulk Upload Template - General...
- XLSM - 526.83 KB

ICCBBA | CONFIRM BULK UPLOAD AND PREVIEW PRODUCTS

IFA GmbH

UDI not assigned

Validation Complete
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18. The products will be visible in the Preview table at the bottom of the screen.

Product preview (products: 6)

Preview only displays limited fields
Medical Device Name (Brand/Trade/Proprietaryor e cion Catalogue/Reference (REF) UDI Issuing Entity UDI Device Identifier (UDI-DI) Product Status
Common name)
Premiums™ Stant A 25mm sa7a7s G51 AISBL 04250274702215 On the GB market
Premiums™ Stent B 25mm 535445 GS1 AISEL 04250274702193 On the GB market
PremiumS™ Stent & 3mm s45465 GS1 AISEL 0425074704730 On the GB market
Premiums™ Stent 8 3rmm 564645 GS1 AISBL 04250274704753 On the GB market
PremiumS™ Stent & Plus e 535454 G51 AISBL 0425027470477 On the GB market
Premiums™ Stent A Plus S5mm 543466 G51 AISEL 04250274705545 On the GB market

Gitems

19. If you wish to remove a product you have just added, tick the box next to the Product
Status in the Product Preview table at the bottom of the screen.

20. Click Delete Selected to remove the products.
Please note you must add at least one product to enable the Continue button.
21. If you Delete Application, all devices in the application will be deleted.
22. Once you have added all your products, click the Continue button to proceed.
23. If the products do not preview correctly or you have uploaded an incorrect template:

a) Hover over the document reference until the X appears and click the X to remove all
products you have just uploaded.

b) Make any make any necessary amendments to the bulk upload template, click for
primary validation, save it and upload again.

RLVAN i3 SECDI"IGEI'YVEHGEUDI'IS talls, you will 5ee an error message indicat ng which

UDI Issuing Entity columns in the template require attention.
G51 AISBL tent Graft 6 Products Bulk Upload Template - General...
HIBCC L5M - 526.83 KB
ICCBEA CONFIRM BULK UPLOAD AND PREVIEW PRODUCTS
IFA GmibH

UDI not assigned Validation Complete

24. Once you have successfully uploaded and previewed the product information click the
Continue button to move to the next page, or BACK to the conformity document screen.
Clicking the Delete Application button will delete all devices in the application.

( CONTINUE [RECUIS-3000 DELETE APPLICATION ]
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Adding System or Procedure Packs (SPP)
1. Enter the GMDN® Code if you know it or search using multiple words.

System or Procedure Packs (SPP) Terms can often be found by searching GMDN®
Code/Term box with the word ‘Kit'.

Assemblers should search for an appropriate term e.g. ‘Spectacles’, if you don’t know
the GMDN® Code.

MHRA cannot advise you on which GMDN® Code or Term to select for your device.

A ]

el ool APPLICATIONS  ACCOUNT MANAGEMENT

Add New Devices for MHRA Demo - TEMP20220217151705

Manufacturer Device Self-certification Products Review Payment
conformity declarations

Declare devices

‘What type of device is it?
@ General Medical Device
InVitro Diagnostic Device
Active implantable device (Directive 90/385/EEC only)

System or Procedure Pack

GMDN Code/Term

[ orthopaedic kit ]

Term name T
44758 - General external orthopaedic fixation system implantation kit, reusable
61467 - General external orthopaedic fixation system implantation kit, single-use
44759 - General internal orthopaedic fixation system implantation kit
445396 - Growth-correction orthopaedic fixation plate kit
45253 - Orthopaedic cement preparation/delivery kit

1-50f12 »

= View all GMDN terms and definitions

m SAVE & EXIT DELETE APPLICATION
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2. Answer the questions on the page.

Declare devices
What type of device is it?
General Medical Device
In Vitra Dizgnostic Davice
Active Implanzable Device
Q) System or Procedure Pack
GMDN Code/Term

L4058 - General surgical procedure kit, non-madicated. reuszble

= Wiew all GMDN terms and definitions

Which directivefregulation does this device comply with?

UK MDR 2002 (51 2002 Mo 618 as amended), Part Il

Basic UDI-DI Issuing Entity

Device labelled as sterile? @
Yes
Mo

Single-use device™
Yes
Mo

Reprocessed single-use device?
Yes

Mo

Does the System or Procedure Pack incorporate a custom-made medical device that is not required to bear a UKCASCESCE (UK NI) marking?
Yes
Mo

Are the chosen combination of medical devices compatible in view of their original intended use?
Yes
Mo

Presence of a substance which, if used separately. may be considered to be a medicinal/herbal medicinal product

Presence of a substance which, if used separately. may be considered to be a medicinal product derived from human blood or human plasma

Has a Clinical investigation been conducted?

a | CONTINUE l SAVE & EXIT DELETE APPLICATION

3. Click the Continue button, this will not be enabled until you have answered all
mandatory questions.

You will be taken to either the Upload Conformity Assessment Cetrtificate page or the
Self-certification conformity declaration page depending on the details you have added
at Declare Devices stage (GMDN® Code or Term level).

4. Once you have uploaded or linked to an existing document Enter the product details,
this is the brand or trade name, model/version, catalogue/reference and other details.

You need to add a minimum of one product per SPP (GMDN® Term).

¢ You must enter either a Model/Version or a Catalogue/Reference or both.
Model/Version and Catalogue/Reference data cannot be the same. You cannot
select No for both fields.

e There is no bulk product upload function for SPPs.

o Answer all the questions

e We strongly recommend that you populate all fields, where applicable, as updating

fields at a later stage cannot be done in bulk.
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Add New Devices for MHRA Demo - TEMP20220217151705

v
Manufacturer Device Self-certification Products Review Payment
conformity declarations

Add products

Here you can add product information for the device:
44054-Orthopaedic surgical procedure kit, non-medicated, reusable

‘You need to provide medical device name, model/version and catalogue/reference
for each product. Product information follows guidelines set by the International
Medical Device Regulators Forum in their document Commeon Data Elements for
Medical Device |dentification.

Add products one by one

Medical Device Name (Brand/Trade/Proprietary or Common name)

A name used to assist in the identification of the reguiated medicsl device. it can be &
brand, trade, proprietary or Commaon name.

Orthokit]

Is Model/Version applicable?

—Flesse Selac— -
IsC I o Loy ?

| —Flesse Selac— -

UDI Issuing Entity
G51 AISBL

HIBCC

ICCEBA

IFA GmbH

UDI not assigned
Product Status @

On the GE & NI markst hd

5. Click the link to Download our content list template, complete and save the template on
your system.

Please tell us about the contents of the system/procedure pack using the
template below

1. Download our content list template

_ HITIn The template with detalls of each item within the systemy/procedure pack
3. Upload your completed template using the "upload” button below

upLoaD | [ Orop e here

e One row per product

e At least 2 products (contents) must be entered otherwise the template will not upload

e The size of the contents list file must be minimum 36KB, if it is less than this enter
‘Contents may vary’ in the line/s under last product until file size is 36KB

e We do not need the GMDN® Code or Term for each of the listed contents

e You do not need to register the contents by individual GMDN® Term unless you
manufacture these devices and place them individually on the UK market

¢ You need to use a separate contents list template for each product (Medical Device
name and Model/Version, Catalogue/reference etc.)

Please note if you have multiple products covered by a single GMDN® and these
include a combination of similar products please add one product and upload one SPP
content list that covers all possible contents of products under the GMDN® add the
wording ‘Contents may vary but are available on request’ on the last line of the
contents template. See example below.
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Systems and Procedure Packs Content List

'You will need to provide Medical Device Name for each product within the System or Procedure Pack. Product information follows guidelines set by the International Medical Device
Regulators Forum in their document: Common Data Elements for Medical Device Identification. Model and Catalog/Reference (REF) are optional for this list.

Medical Device Name (required): A name used to |Meodel (optional): The value used to represent one Catalog/Reference (REF)(optional): The value given by the
assist in the identification of the regulated medical medical device or a family of devices to group many regulated entity to identify the specific medical device as it relates
device. It can be a brand, trade. proprietary or variations that have shared characteristics. fo its form, fit, function and process.

Common name.

ARTERY FORCEP CURVED Model 001 SKU 001

ARTERY FORCEPS STRAIGHT 1-2 TEETH Model 002 SKU 002

BLOCK END DISSECTING FORCEP Model 003 SKU 003

BONE CUTTER Model 004 SKU 004

BONE ELEVATOR Model 005 SKU 005

BONE HOOK Model 006 SKU 006

BOME LEVER Model 007 SKU 007

CURETTE DOUBLE ENDED Model 008 SKU 008

DIATHERMY DISSECTING FORCEPS Model 009 SKU 009

DIATHERMY LEADS Model 010 SKU 010

Contents may vary but are available on request

6. Upload the completed template. Click the Upload button and select the saved template

from your system.

Please tell us about the contents of the system/procedure pack using the
template below
1. Download our content list template
2. Fill in the template with details of each item within the system/procedure pack
3. Upload your completed template using the "upload" button below

[ upLOAD | [, Drop fiie here ]

7. Continue answering all the questions. We strongly recommend that populate all fields,
where applicable, as updating fields at a later stage cannot be done in bulk:

URL for additional information

Type of UDI-PI
Lot or Batch Mumber
Serial Mumber
Manufacturing date
Expiration date

Software version

Does the device incorporate human cells or tissues, or their derivatives

—Flegse 5

Does the device incorporate animal cells or tissues, or their derivatives

—Flease Sait

Are storage/handling conditions specified in the label/instructions for use

—Flease Selec— -

Q Y Per§ B 8

Need for sterilisation before use

—Fiesse 5

What MRI safety information does the labelling contain?

—Fleas:

Does the label/instruction for use include Critical warnings or contra-
indications

—Flegse 5

Containing latex

Version March 2025 v1
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Clinical size applicable

—Flease Selea— -
UDI-DI from secondary entity

—Flease Selea— -
Endocrine disruptor

—Fiease Select— -

Additional product description

° l ADD PRODUCT '

Show

10 per page -

8. Click the Add Product button — if you don’t your product won’t be saved. Repeat the
process from the top of the Add Products page to add more products.

9. Preview the product/s you have added in the Preview table. Only limited fields display.

Show
10 per page h

Product preview (products: 1)
FPreview only displays limited fields

Medical Device Name ) . .

(Brand/Trade/Proprietary or Model/Version Catalogue/Reference UD'. Issuing UDI Device Identifier Product Status

(REF) Entity (UDI-DI)
Commeon name)
Orthokit1 Mot Applicable 001/0rtho/876 UDI not assigned S_:;:E:( G G

CONTINUE

SAVE & EXIT

DELFI'E APPLICATION

10. If you wish to remove any of the products click the red X to remove. The Continue
button will not be enabled until you have added at least one product.

11. Click the Continue button to proceed to the Review page.

Version March 2025 v1
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Review information prior to making payment

Please review all information prior to making payment. Once payment has been made
applications are non-refundable. See our Terms and Conditions.

1. Click the chevrons to view and check that the information is correct. The Review page
has separate links to view:

2. Device Details
Only the fields you have populated will appear on the review screen e.g. if you have not
entered Basic UDI DI or Clinical Investigation details there will be no information here.
Please note Making any changes at GMDN® Term or Code level in an application will
result in the product information being removed and you will need to add product again,
either individually or in bulk.

3. Confomity Assessment Certificates/Self-certification Conformity Declarations
These can be amended before submitting application.

4. Products
Products can be added or removed before submitting application. Follow the Adding
products individually and Adding products in bulk instructions — these also include

instructions on removing products from an application.

CES USRI [NENE  ACCOUMNT MANAGEMENT

Add New Devices - TEMP20210716103807

Manufacturer Devies Self-ce snfarrmity Praducts Review Payment
Review
Devices
u.ens nucleus manipulator
r Device Details ] [ Canfarmity Assesirment Cartifiates ] [ Praducts ]
Device type Custom made? Risk classification
General Medical Deviee MNe Class Na
Sterile? Method of Sterilisation Reusable surgical instruments?
Yes Radiation, Gamma or Electron Bearn e
Regulatlvemir«tlvez
European medical devices regulations EL 2017/745
Reprocessed single-use device? Annex XV
Mo Mo
Implamahle Produces? Active Products? Administer/Remove medicinal Product?
Mo Mo No
EDIT DEVICE
[ Fcliting the dewice will rama e or unlink 8l Confirmity 25sessrment docLments and products fmodeliversion) fov that device and you will need 1o re-enter u.-g-r.-.]
ADD ANOTHER DEVICE
You are about te register/update an existing registration as (or on behalf of) a manufacturer or an assembler of systems and/or procedure packs. Before applying the UKCA/CE mark to medical devices or
placing them on the market in the UK the manufacturer must provide a signed Selr i i i stating that each medical device has met the appropri ial requir, i
general safety and 1E8 Feg . where appli of the relevant medical devices legislation, including the availability of technical and clinical data for each device. Devices requiring
canformity o b ied out by a UK app body/ EU notified body must provide a valid UKCA/CE certificate. There are also additional legal requirements which must be met, including those

which assemblers of systems and procedure packs specifically should ensure they meet before marketing such products.

Further information on the legal requirements is available at the following links in relation to the UK Medical Devieas Regulations 2002 (in the form that they exist on 1 January 2021) and alse regarding the EU
Medical devices and in-vitro diagnestic devices regulations.

Failure to declare compliance with the directive/regulation that you are certified for will result in your registration becoming invalid and you will be charged a further £100 to make the relevant changes,

MOTE: It is possible to select a GMOM codefterrn for & produet that is not categorised as & medical device under medical devices legigation in the UK. Manufacturers are responsible for correctly classifying their devices and
ensuring they are compliant with the relevant legislation. MHRA have the fght to remave registrations, both orgenisations and or their devices, if we consider thet the registered produts are not medical devices, are
ineorrectly elassified or if they de net comply with the relevant legislation. Under such cireUmstances, the £100 fee i nea-refundable.

Please tick to confirm you have read and understood the above requirements and that you agree to our terms and conditions.

I have read and agree to the terms and conditions

m SAVE & EXIT DELETE APPLICATION
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5. Click the Add Another Device button if required. You can add up to 100 devices
(GMDN® Term) in a single application with a cumulative maximum of 20,000 products
(brand or trade name, model/version and catalogue/reference details etc.).

Please note if you have more than 1000 products for a single GMDN® Term, upload
1000 then create separate templates for the remainder and upload in separate
applications after the original application has been accepted by MHRA . There is
currently no fee to add additional products to a registered device. Please follow the
Manage Registered Devices instructions to do this once your application to register the
device (GMDN®) has been completed and the device is registered.

Important note: Fee in screenshot is for illustrative purposes only. Check current
statutory fees on our website.

CES OSSRy [N ACCOUMT MANAGEMENT

Add New Devices - TEMP20210716103807

Manufactyrer Devies atisn eanformity Products Review Payment
Review
Devices
wLens nucleus manipulator
Device Details Conformity Assessment Certificates Products
Device type Custom made? Risk classification
General Medical Device Ne Clags Ma
Sterile? Method of Sterilisation Reusable surgical instruments?
\CH Radiation, Gamrna or Electron Bearm Yes

Regulative/Directive?

European medical devices regulations EU 2017/745

Reprocessed single-use deviee? Aiives ¥V

No Mo

Implantable Produces? Active Products? Administer/Remove medicinal Product?
No Mo No

EDIT DEVICE

Feliting ehe device will FEmove &

ADD ANOTHER DEVICE

You are about to reg P an existing registration as (or on behalf of} a manufacturer or an assembler of systems and/or procedure packs. Before applying the UKCASCE mark te medical devices or
placing them on the market in the UK the manufacturer must provide a signed Self-certificati ity d stating that each medical device has met the appropri ial i
peneral safety and g . where i f the rel medical devices legislation, including the availability of technical and clinical data for each device. Devices requiring

i o b ied out by a UK appi bedy! EU notified body must previde a valid UKCA/CE certificate. There are also additional legal requirements which must be met, including those
which of systems and p packs should ensure they meet before marketing such preducts.

1y assessent documents sodlelfversion) for that device and you wil need to re-enter them

Further information on the legal requirements is available at the following links in relation to the UK Medical Deviess Regulations 2002 (in the form that they exist on 1 January 2021) and also regarding the EU
Medical devices and in-vitro diagnostic devices regulations.

Failure to declare with the directiv ion that you are certified for will result in your registration becoming invalid and you will be charged a further £100 to make the relevant changes.

MOTE: Itis possible to select a GMON code/term for & product that is not categorised as & medical device under medical deviees legisation in the UK. Manufacturess are responsible far eeerectly classifying their devices and
ensusing they are carnpliant with the relevant legislation. MHRA have the right o remave registrations, beth erganisations and or their devices, i we consider that the registersd progucts are not medical devices, are
incorrectly classified o if they do not carnply with the relevant legislation. Under such circurmstances, the £100 fee i non-refundable.

Please tick to confirm you have read and the above r and that you agree to our terms and conditions.

(M | have read and sgree to the terms and Lundiliung

SAVE & EXIT

DELETE APPLICATION

6. Please read the requirements and terms and conditions. Once you have done so, tick
the ‘I have read and agree to the terms and conditions’ check box.

7. Click the ‘Continue’ button to proceed to payment.
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Making Payments

1. Choose billing address.

Please Note see Managing Shipping, Billing, Manufacturing Site addresses in the
MHRA Account Management Reference Guide.

2. Choose payment method by clicking on either worldpay or the BACS/CHAPS button.

Important note: Fee in screenshot is for illustrative purposes only. Check current
statutory fees on our website.

Manufacturer and Device Registration

v
Manufacturer Details Device Details Review Payment

Choose a Billing address and then related payment method. See instructions below on how to add a new Billing address if required.

Payment details

Devices Fee : £100.00

Total: £100.00

Address details

Choose Billing address
' Registered Address - 151, Buckingham Palace Road.. v]

Please choose a Billing address matching your payment card.

151, Buckingham Palace Road, London
SW1W 95Z, United Kingdom

-~ You can add other addresses by going to 'Manage Other
Addresses' in your orgnisation’s 'Related Actions' tab.

Remember to 'Save and Exit' to keep the information already entered
if you move away from this screen

Payment method

Choose payment method

°( Zworldpay  PJbacs )

SUBMIT APPLICATION ‘ SAVE AND EXIT H BACK ‘ DELETE APPLICATION
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Paying with worldpay
1. Click onthe Pay with worldpay button.

Click here to download the Proforma.

You can click above if you require a pro-forma invoice to complete a BACS/CHAPS payment. (You can save your application using the save and exit
to complete payment)

Payment method

Choose payment method

Zworldpay  Mbacs emo

° & PAY WITH WORLDPAY ]

Please procesd to pay with worldpay (opens in new window). Come back to 'Complete application’ once payment is processed.

2. A confirmation message will appear. Select the Yes button if you wish to proceed.

Confirmation..

Are you sure want to proceed with WORLDPAY ? (Mote: If you
select Yes' then you will redirected to payment screen.)

3. Click the link to be directed to the worldpay site.

# O

AGEMCY SERVICES  APPLICATIONS taasliiy i Eirtet iy

Complete payment for TEMP20190510151123

3 Flease click here to be directed to the Worldpay site.

After clicking the link and paying through Worldpay, please close this window.
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4. Select the payment method.

Important note: Fee in screenshot is for illustrative purposes only. Check current

statutory fees on our website.

Medicines & Healthcare products
Regulatory Agency

Test Mode - This is not a live transaction.

v Order summary

Payment reference: DR28663190510142214
Description: registration

Amount (GEP): £100.00

English

Medical device registration/Update to an existing medical device

Select payment method

VISA g ,.._.,.

_______ Mastercard Masstro AMEX

AMERICAN
EXPRESS

United Kingdom

@
Diriers Club
ITERNATINAL

Dimers Masterpass
Leam more

5.

Cancel payment

Payment details
*Indicates a required fisld

Card number *

@ Worldpay 2013-2019. All rights reserved.

Enter payment details and click the Make payment button.

VISA E Back

Cardholder's name *

| 4444 3333 2222 1111 | [4ane Smitn
Expiry date * Security code *
s Lact 3 digits on the back of card
4 Ji[z ] -
Billing address

10 South Colonnade, Canary Wharf, London, E14 4PU, United Kingdom

Contact details

devices transformation@mhra.gov.uk

Cancel

Version March 2025 v1
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6. Click the Submit Aplication button. If you do not click this button (and your payment was
successful) the TEMP application will remain in the Applications Tab and you will need
to wait at least 24 hours for the application to be auto-submitted to MHRA. Please
ensure that you click Submit Application to avoid unnecessary issues and delays.

#® O @

Llcizilag=ilia Sl APPLICATIONS  ACCOUNT MAMAGEMENT

Payment complete

‘our payment completed successfully. Please submit your application
°[ SUBMIT APPLICATION ]

7. A confirmation screen will appear. Click the Close button.

# O @

Ll Slia =gl APPLICATIONS — ACCOUNT MANAGEMENT

Application complete

Your reference number
2019051000124722

What happens next...
We have sent you a confirmation email and your application has been sent to an officer at MHRA.
'We will contact you again within the next 2 -5 working days to let you know of our decision, or to ask for more information if its needed.

0 CLOSE

8. Please note if you do not click the Close button within 2 minutes of completing your
application, the button will time out and you will see the following message. Your
application is not affected and has been -submitted. Click on the OK button.

A The Task Could Not Be Submitted

The task has already been submitted.

9. Click onthe Applications Tab to see your submitted application.
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10. You will receive a confirmation email from Woldpay.

Please note MHRA does not issue tax receipts. The worldpay transaction email and the
confirmation of registration email are the only documents you will receive in relation to
payment for your registration.

Important note: Fee in screenshot is for illustrative purposes only. Check current
statutory fees on our website.

MHRA <do-not-reply@worldpay.col 15:40
TEST. MHRA payment

Transaction Confirmation

Please retain for your records

Thank you

Your tranzaction has been processed by WorldPay, on behalf of MHRA.
Transaction details

Transaction for the value of: GBP 100.00

Description: Medical device registration/Update to an existing medical device registration
‘Worldpay's transaction ID: 3135822828

This is not a tax receipt

Enquires

Thiz confirmation only indicates that your transaction has been proceszsed successfully. It does not indicate that your order has been accepted. It is the responsibility of MHRA to confirm that your
order has been accepted, and to deliver 2ny goods or services you have ordered.

If you have any guestions about your order, plezse email MHRA at: Device. accounts@mbra.gov.uk , with the transaction detzils listed above.

Your payment is securely processed by WorldPay.

11. You will also receive a confirmation email from MHRA.

12. Close the separate window that was opened when you were directed to the worldpay
site.

CURlwh el ACCOUNT MANAGEMENT

Complete payment for TEMP20190510151123

Please click here to be directed to the Worldpay site.

After clicking the link and paying through Worldpay, please close this window.
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Pay by BACS/CHAPS

1. Click onthe click here link to download a proforma invoice if you need an invoice to
enable your accounting department to process payment of the device registration

statutory fee.

2. Click the BACS/CHAPS button and make your BACS/CHAPS payment using the
MHRA account details.

Please note you must quote the ‘Reference number’
You are able to Save and Exit your application and resume completion at a later time
(See Save and Exit:Resume Applications).

3. Once payment is made upload your proof of payment.

4.  Submit application.

Click here to download the Proforma. ]

You can click above if you require a pro-forma invoice to complete a BACS/CHAPS payment. (You can save your application using the save and exit o
to complete payment)

Payment method
Choose payment method
2 worldpay [ Ybacs

The application will be completed only after the tranfer is complete. This usually takes 5 days.

When making a payment via BACS or CHAPS you must quote the reference number below. Failure to do so will result in delay or rejectic
the MHRA. The MHRA review of your application will only be completed once payment has been made and proof of payment has been r

Reference number

1710190820192042
For BACS/CHAPS payments please use the following details:
Account name: MHRA
Account number: 70004386
Sort code: 60-70-80
Swift code: NWBKGB2L
IBAN: GBSSNWBKe07080710004386
Bank: Naotional Westminster Bank
RES, London Corporate Service Centre, 2nd Floor
280 Bishopsgate

London - EC2M 4RB

Please upload your proof of payment. This can be a copy of a bank statement indicating the payment date, amount and payee

@ Proof_of payment

DOCX-11.38 KB \

a[ SUBMIT APPLICATION ]SF\‘.’E AND EXIT H BACK ‘
J

ignation
B Froduct bulk upload remplate
€ Prock ot peyment

File asme: Proof_of_payment - [AnFis m
Com b | o |
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Complete Application

5. Note the Application reference number.

w

AGENCY SERVICES [t NS NT MANAGEMENT

Application complete
° Your reference number

201805200177128

What happens next...
We have sent you a confirmation email and your application has been sent to an officer at MHRA.

We will contact you again within the next 2 -5 working days to let you know of our decision, or to ask for more information if its needed.

6

6. Select the Close button.

7. Please note if you do not click the Close button within 2 minutes of completing your
application, the button will time out and you will see the following message. Your
application is not affected and has been auto-submitted. Click on the OK button.

A The Task Could Not Be Submitted

The task has already been submitted.

8. Click on the Applications tab and hover over the status icon tab to see the progress of
your submitted applicaton.

vSubmitted Applications

Search by organisation name or reference number

Show @ AiTjpes = Show 10perpa.. =

Reference Manufacturer Application Type Submitted on Status
2022021801215061 MHRA Demo Mew device 18 February 2022
2021102602208215 DEMO Represented Organisation CF5 Order 26 October 2021 (]
2021102500208210 DEMO Represented Organisation Registration Renewal 25 October 2021 (]

46 |Page

Version March 2025 v1



MHRA Device Registrations Reference Guide Medicines & Healthcare products
Regulatory Agency

Application received email

You will receive a confirmation email informing you that you application has been submitted.

We've received your New device application on 18 February 2022.

Application reference number: 2022021801215061

Manufacturer name(s)
MHRA Demo

We will check the information you've given us and will send you an email within the next 5
days to let you know if your request has been accepted or rejected. If you haven't received a
reply from us within 5 days please check your junk mail folder.

Access your MHRA account .

Remember: do not share your account details and keep them safe.
MHRA won't accept responsibility for any unauthorised access to your account.

Yours sincerely,

Device registrations service

Within 5 working days from submission you should receive an email confirming the outcome
of the application. Some devices may be registered, some may be rejected. This may take
longer at peak times or if we require further information from you.

In the meantime, you can check the status of your application in the Applications Tab.

A 0O
AGENCY SERVICES APPLICATIONS ACCOUNT MANAGEMENT

Applications

vDraft Applications

OTEMP applications will be automatically deleted 90 days from last saved on date. Please ensure that you regularly review your TEMP applications and submit to MHRA
within 90 days of 'Last saved on' date in below table. Once deleted TEMP applications cannot be reinstated.

Search by manufacturer name or reference number

Service Al Tjpss v Show AfTjpes = Show 10perpa. =
Reference Manufacturer Application Type Last saved on 1 Status
TEMP20220217151705 MHRA Demao Mew device 17 February 2022

vSubmitted Applications

Search by organisation name or reference number

Show | A¥Tipes = Show 10perpa. =

Reference Manufacturer Application Type Submitted on Status
I 2022021801215061 MHRA Demo Mew device 18 February 2022 I
2021102602208215 DEMO Represented Organisation CF5 Order 26 October 2021 L]
2021102500208210 DEMO Represented Organisation Registration Renewal 25 Ocrober 2021
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Registration Complete

1. You will receive an email with a pdf attachment confirming the outcome of your
application. Please note a pdf will only be attached to New Device, Device
Amendment/Upate and Device/Manufacturer applications. Please retain all emails and
pdfs for your records.

Registration Confirmation Letter - 2022021801215061.pdf o
@ 100 KB

We are pleased to confirm that the application to register or update an exizting registration for the following manufacturer, which you submittad on 18 February 2022 has been reviewed:
Application reference: 2022021801215061

Manufacturer organisation: MHRA Demo
Address:

10 South Colonnade

10th Floor Area 7

Canary Wharf

Londan

Greater London

El4 4PU

England, United Kingdom

Manufacturer registration status: Registered

Device(s):

GMDN Code & Term Status Comment

62573 - Aortic arch endovascular stent-graft Registered

Fleasze note thiz email confirmation does not represent any form of accreditation, certification or approwal by the UK Competent Authority.

2. The manufacturer will now have a Registration Status of Registered.
I @« 0

Lleiailawgt=lin-ogl  APPLICATIONS — ACCOUNT MANAGEMENT

Device Registration & Certificates of Free Sale

Your Organisation

Registration
Status

MName Address Country Devices (Products)

10 50uth Colonnade, 10th Floor Area 7, Canary Wharf,

MEBADETO London, Greater Londan, E14 4PU

England, United Kingdom 2(27) <

Key
@ Registered (O Not Registered @ Unregistered (| Suspended X Rejected

Public Access Registration Database (PARD)

Completed registrations will appear on the Public Access Registration Database (PARD),
usually the week after completion.

In vitro diagnostic medical devices registered as undergoing performance evaluation study
are not published on this database. These devices are not placed on the market.

If your registration account is suspended, your organisation will not appear on PARD, please
see Renew Registration and Uploading new Letter of Designation in the Account
Management Reference Guide.

If your registration is not displaying on PARD or your devices are displaying as ‘Devices
pending update by manufacturer’ or ‘Conformity Assessment Certificate Expired’,
please access your account review your devices, and follow the Manage Registered devices
instructions to take any necessary action to bring your registration up to date. Please also
see Removing migrated Pseudo GMDN® Terms.
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Updating Registrations
Editing organisation details

See the Edit Organisation section in the Account Management Reference Guide for
instructions on how to update organisation name/s and/or address/s and upload new Letters
of Designation — statutory fees will apply.

Adding new devices

See steps for Add device using GMDN®.

Export devices data to Excel file

1. isati ity) for the devices/s you want to export to Excel.

Device Registration & Certificates of Free Sale

Your Organisation

Registrati
MName Address Country Devices (Products) Egslsat:slon
MHRA DEMO 10 South Colonnade, Canary Wharf, London, E14 4PU England, United Kingdom {0y
Key
& Registered () Not Regi d @& L gl Susg

Manufacturers you represent

Only registered manufacturers appear here. Newly submitted and draft
manufacturers can be found from the Applications list.

ADD NEW MANUFACTURER

ADD NEW IMPORTER

ADD NEW IMPORTER
Search by manufacturer name:

| | SEARCH |
Registrati
MName Address Country Devices (Products) Relationship eg;:at:slon
P 123 Street, Sea View Industrial Estate, . _ g -
DEMO Represented Organlsatlon] Boston, 12345 United States 1 (1) UK Responsible Person L]
Key
@ Registered () Not Reg| d @ Unregi d [ Suspended X Rejected

2. Click on Export Devices Data to Excel File link.

- Back to DR&CFS Services
Edit Organisation Details |5 | Order CFS || Add Devic = 2
MHRA Demo: DEMO Represented ' liegister?:::ic::rpm;.:ﬁ X U:rregister 'Msmfac:ureres © Export Devices Data to Excel File

Organisation

BIUE LU APPLICATIONS  DEVICES PRODUCTS  CONTACTS OTHER ADDRESSES DOCUMENTS  NEWS

Vour registrarion with the WHRA must be reviewed and rencwed one year aiter the anmiversary gate and every two years subsequently. The anniversarny dste is
gerermined By the date pour SCCounT Was oreared with the MHRA. Your Registrstion Renewal (s 0T 01/2022 Failure 1o renew o Fegistrarion will reswalt i your Sooount
being suspended. A suspended accourtt means you will not be able o place new devices on the market given it is 5 fegal requirerment to hold an active registration with
the comperent sutharmty (MHRAL it is an offence to place & non-compilient device o the marfet in the LR

Basic Information

Account Number 0000009133 Registration Status Registered
EU Single PARD Options ~ « Publish UK Responsible Person Mame
Registration Number + Publish UK Responsible Person Address
(SRN) + Publish Organisation's Narne

+ Publish O I's Addi
Role / Account Type  Manufacturer ublish Organization's Address
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3. Click on Download Data to Excel File link.

-+ Back to DRE&CFS Services

| Edit Organisation Details  [=| Order CFS =] Add Deviees | -| Managg Devices | Undate
MHRA Demo: DEMO Represented O cgitered Devices/Products X Unvegister Manufacturcr
Organisation

EULNECVE  APPLICATIONS DEVICES PRODUCTS CONTACTS OTHER ADDRESSES  DOCUMENTS — NEWS

Your registeation With the WiHRA must be reviewed and rernswed one year aiter the anniversars dare and every two pears subseguently. THe anniversan Jdste is
derermined By the date your SCCount Was created with the MHRA. Your Ragistration Renewsl is 0T/07/2022. Failuire 10 renew your ragistration will resuit in Jocr Sccount
being suspended. A suspended sccount means you will not be able to place new devices on the market given it is & legal reguirerment to Rold sn sctive registration with
the competent suthorite: (MHRAL It is an offence to place & non-complient device o the market in the UK

Basic Information

Account Number 0000009133 Registration Status Regjstered
EU Single PARD Options ~ + Publish UK Responsible Person Name
Registration Number + Publish UK Responsible Person Address
(SRN) + Publish Organisation's Name
+ Publish Organisation's Address
Role / Account Type Manufacturer &

UK Responsible MHRA Demo
Person

4. The Excel dialogue box will open. Open or save the file as required.

Please note the maximum number of characters for an organisation name in the file
name is 25 therefore you may not see the full name but can also identify the organisation
by the account number that is also included in the file name.

4 Back to DRECFS Services

Edit Organisation Details = | Order CFS || Add Devices | ~| Manage Devices. 7| Update
MHRA Demo: DEMO Represented X Unregister Download Data to Excel
Organisation

EOVICVN APPUCATIONS DEVICES PRODUCTS CONTACTS OTHER ADDRESSES DOCUMENTS  NEWS

Vour registration with the MHRA must be reviewed and renewed ane year afer he Grimiverssry date and every two years subsequently. The anniversary date is
determined By the date your Sccount was created with the MHRA. Your Registration Renewsl is 07/01/2022. Failure to renew your registration will result in your account
being suspended. A suspended 3ccount means you will nor be able te place new devices an the marker given it is & legal requirement to hold an sctive registration with
the competent suthority (MIERAL It is an offence to place & non-compliant device on the market in the UK.

Basic Information

Account Number 0000009133 Registration Status Registered
EU Single PARD Options  + Publish UK Responsible Person Name
Registration Number + Publish UK Responsible Person Address
(SRN) + Publish Organisationfs Name
+ Publish O s Addh
Role / Account Type Manufacturer URIEN Organisstion's Address

UK Respensible MHRA Demo

Company Type Limited Company Company A
VAT Number NA Registration Number
Registeredunder No
Created Date 19 September 2019 017 DI

Organisation Details

. technology Telephone 345365655
Description  + Manufacturer of prosthetic devices rax A
Other
Registered Address 123 Road, Sea View Website N/A

Boston
12345

Do you want to open or save All Devices Data for DEMO Represented Organisa 9133 on 22 09 2021 12_37 BST.xlsx (5.01 KB) from mhrapreprod.appiancloud.com?

Open Save |¥ Cancel

5. The Excel dialogue box will open. Open or save the file as required. You will need to
Enable Editing to save the file.

AutoSave 'I_:. Off:J All Devices Data for DEMO Represented Organisa 9133 on 22_09 2021 12_37 BST - Protected View - Excel

File Home Insert Draw Page Layout Formulas Data Review View Help
@ PROTECTED VIEW Be careful—files from the Internet can contain viruses. Unless you need to edit, it's safer to stay in Protected View. ' Enable Editing '
Al ~ Jfr | GMDN_Term Name

A B c D

1 |GMDN_Term_Name |GMDN7Code Device_Registration_Status Custom_Made Custom
2 |Cartilage knife Registered No
2 Cavtilama Lnifa Damictarand LA
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Using filters to search for devices and products

Filter options are available to enable searches for specific devices and products. These can
be found on the Devices screen, Products screen and Manage Devices screen.

You can use multiple filters to refine your search.

1. When devices have been deleted, they will no longer appear in the table when you
search for specific devices, you must filter for them by using the Device Registration
status filter and selecting option No Longer Registered.

2. The Reason for Deletion will be displayed. Devices may have been deleted by MHRA,
for example due to non-compliance or incorrect data provided. You will receive email
confirmation when MHRA deletes a device from your account including the reason for

deletion.

Please note reason for deletion will only appear for devices deleted after 21 August 2021.

SUMMARY  APPLICATIONS  RELATED ORGAMISATIONS Moablesf FRODUCTS CONTACTS OTHER ADDRESSES DOCUMENTS  MNEWS

+= Hide Filters
Device Type / Class

— Sefect device type S Ces.. = aaimmay

Is Sterile?

Reusable Surgical
Instruments?

Is CFS Ready

Basic UDI-DI Number

Status  GMDMN Code

L= 41349

7] 90000185

¢l  goooozoz

[ 90000227

o -
(=] —-
[#] 90000213
@ 63236
@ 63239
Key

Presence of Medicinal/Herbal Presence of Blood/Plasma

substance substance

Mo Longer Registered

Device Registration status ] Is Device Updated?

Term Name 1

Allergen-specific immunaoglobulin E {I2E) antibody
VD, control

Alpha-fetoprotein (AFF) IVD, kit, enzyme
immunoassay (EWA)

Alphafetoprotein
Anti-Streptolysin/Anti-Streptolysin O (gualitative)

antinuclear antibody (enzyme-labeled), antigen,
control

Beta-haemolytic Streptococcus serological
Egrouping IVD, kit, agglutination

Baoiling water sterilizer
Brucella

Brucella abortus total antibody IVD, kit,
agglutination

Brucella melitensis total antibody IVD, kit,
agglutination

medicinal product?

been conducted

Device Type

In Vitro Diagnostic Device - WD General

In Vitro Diagnostic Device - VD General

In Vitro Diagnostic Device - WD General

In Vitro Diagnostic Device - IVD General

In Vitro Diagnostic Device - WD General

In Vitro Diagnostic Device - VD General

General Medical Device - Class |

In Vitro Diagnostic Device - VD General

In Vitro Diagnostic Device - WD General

Device Registered Date GMDN Code / Term Name Custom Made Regulation/Directive:

Is Measuring Is Single-use? Is Reprocessed single-use? Custom-made SPP

Is Active? Is Implantable? Is Intended to Intended purpose other than
Administer/remove medical{Annex XVI)

Has a Clinical investigation Basic UDI-DI Issuing Entity

Show
10 per page hd

Clear Filters

ﬂawn For Deletion \e

Entered in error

No longer placed on the market

Mo longer placed on the market

In Vitro Diagnostic Device - IVD General

QI eted By MHRA j

1-100f101 3 P

% Registered () Mot Registered {:} No Longer Registered X Rejected ) Conformity assessment certificate expired Pending Amendment

Invalid-Please Delete

Version March 2025 v1
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3. To view when device was deleted and by whom, click on the GMDN® Term of the

deleted device.

Status  GMDN Code

a 41349

90000186

Term Name T Device Type

—
Allergen-specific immunoglobulin E (IgE) antibody
VD, control

Alpha-fetoprotein (AFF) IVD, kit, enzyme
immunoassay (ElA)

Reason For Deletion

In Vitro Diagnostic Device - IVD General Entered in error

In Vitro Diagnostic Device - IVD General

Alphafetoprotein In Vitro Diagnostic Device - IVD General

4. The device details will appear, and the deletion history will be displayed under

Device History.

Please note Device History will only be populated for devices deleted after 21

August 2021.

SUMMARY  APPLICATIONS  RELATED ORGAMISATIONS m PRODUCTS CONTACTS OTHER ADDRESSES DOCUMENTS  MEWS

<< Back to all "Devices & Products”

+41349 - Allergen-specific immunoglobulin E (IgE) antibody VD, control

Device Type
GMDN description

Which
directive/regulation
does this device
comply with?

Risk classification

Is this device subject
to performance
evaluation studies?

In Vitro Diagnostic Device

A rnaterial which is used to verify the performance of an ass5ay intended to be used for the qualitative and/or quantitative detection of an allergen

specific immunoglobulin E {IgE) antibody in & clinical specdmen.

Directive 38/79/EC

WD General

Yes

vDeclaration of Conformity/Custom-made Statement

Filename Document Reference
Dedlaration of Conformity 1 DOoCT
vProduct Details
FPreview anly displays limited fields
Medical Device Name
Catal /Refe
Status  (Brand/Trade/Proprietary or Model/\Version (:EHOBUE rence
‘Commeon name)
o Allergen 1 Allergen 1 AL/D1/865473

Mo Longer Registered » Rejected

wvDevice History

Removed By janesmith

Removed on

05/08/2021 13:51

Version March 2025 v1

Conformity Assessment Type

CE - MDD/IWVDD/AIMD

UDI Issuing UDI Device Identifier
Entity (UDLDI) Product Status
On the GB & NI
market
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Manage registered devices

Please use the Manage Devices function to:

e manage (upload, link and unlink) Conformity Assessment Certificates and Self-
certification conformity declarations

e add or remove products (model or version)

e delete devices (GMDN®) and all linked products

e there is currently no fee to do this

Please note you cannot update obsolete GMDN® or other device details e.g. Substances,
Clinical Investigations etc. or products e.g. populate fields you did not complete at
registrations stage from this screen — please see Update registered devices and products.

1. Goto Agency services > Enter Device Registrations and Certificates of Free Sale for
medical devices.

2. Select the manufacturer (Legal Entity) of the devices/s you want to manage.

e ey e Al e =om | APPLICATIONS  ACCOUNT MAMAGEMENT

Device Registration & Certificates of Free Sale

Your Organisation

Registrati
MName Address Country Drevices (Products) egsltsa;:slon
° MHRA DEMO 10 5outh Colonnade, Canary Wharf, London, E14 4PU England, United Kingdom 49
Key
@ Registered () Not Reg| d @ Unreg d (0 Suspended X Rejected

Manufacturers you represent

Only registered manufacturers appear here. Newly submitted and draft
manufacturers can be found from the Applications list.
Only use the ADD NEW MANUFACTURER function if you have not

resented manufacturer. If you have ADD NEW IMPORTER
ple

er additional devices on the existing account

Search by manufacturer name:
SEARCH

Registrati
Name ! Address Country Devices (Products) Relationship egsl;;:slon

ADD NEW MANUFACTURER

II )

167 Bella Bista, East Side Compound, 1000
Demoa represented org Three Medtech Drive, Sea View Industrial Zone, United States  20(21) UK Responsible Person ]
Santa Barbara, CA, 98765

123 Street, Sea View Industrial Estate,

- ) . &

DEMO Represented Organisation Boston, MA, 12345 United States 3 (10 UK Responsible Person o
234 Avenida Escala, Cancun, Yukatan,

DEMO Represented Organisation Two 4307 ! ' ' Mexico 1(1) UK Responsible Person &

60 Strand Street, Douglas, Isle OF Man, IM1

DEMO Represneted Organisation Three SEL Isle of Man {0} UK Responsible Person
Key
@ Registered () Not Reg d @ Unregi d (0 Suspended X Rejected
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3. Click on the Manage Devices link.

L

ILINT MAMAGEMENT

AGEMCY SERVICES

-4 Back to DR&CFS Services

MHRA Demo

VTR APPLICATIONS — RELATED ORGAMISATIOMS DEVICES PRODUCTS CONTACTS OTHER ADDRESSES DOCUMENTS  MEWS

-

: Ediit Organisation Details _ Order CFS i Add Devices ' | Manage Devices ! Update
Registered Devices/Products || Renew P to Excel File

Summary

Your registration with the MHRA must be reviewed and renewed one year after the anniversary date and every two years subsequently. The anniversary date is
derermined by the date your sccount was created with the MHRA. Your Registration Renewal is 01/01/2022. Failure to renew your registration will result in your account
being suspended. A suspended account means you will not be able to place new devices on the market given it is 5 legs! requirement to hold an active registration with
the comperent authority (MHRA) It is an offence to place 5 non-compiliant dewvice on the market in the UK

Basic Information

Account Number 0000009132
EU Single » Publish UK Responsible Person Mame
Registration Number = Publish UK Responsible Person Address
(SRN) = Publish Organisation's Mame
» Publish Organisation's Address

Registration Status Registered
PARD Options

Role / Account Type Manufacturer | UK Responsible Person

4. If you have many devices, use the available filters to search for a specific device. See
Using Filters to search for devices and products.

anage Devices & Products for MHRA DEMO

Click 2ach GMOM t2rm to 3dd or delete products (medical device name and modelfversion etc), UKCACECE (UK MI) certificates Seif-certification conformity declarations and Others. Any deletions will be
removed immediztely, 2dding new product/s will create an application for MHRA review.
if you need to add new GMOM terms (devices), pleases go back to Devices and products and dick "Add device” button.

Device Sub Type: Is Custom Made: Regulation/Directive:

Search by GMDN Code / Term: Device Type:

b type -

Custom-made SPP Performance Evaluation

Is Sterile: Is Measuring: Is Simgle-use? Is Reprocessed single-use?
Studies:
Srarils - Weazuming - Simgle-uzs - -
-
Reusable Surgical Instruments: Is Active? Is Implantable? Basic UDI-DI Issuing Entity: Basic UDI-DI Number:

Has a Clinical investigation
been conducted:

Presence of Presence of Blood/Plasma
Medicinal/Herbal substance:  substance:

Intended purpose other than  Is Intended to
I medical{Annex X1k Administer/remove
CF5 Rezdy - medicinal product?

Anmer XV -

Is CF5 Ready:

Self-certification conformity UKCA/ CE/ CE (UK NI) UKCAJS CES CE [UK NI} Expiry
Certificate: Date:

declarations:

L]
GMDN 1 . CF5-
Status Code GMDN term Products  Device Type emark ready
. Abdominal sorta endovascular - General Medical Device -
Registered - 5 Waz
stent-graft Clasz Il
Confarmity Assessment Certificate Angiography kit 1 System or Procedure Pack No
Expired
General external orthopaedic
Registered fixation systemn implantation kit, 1 System or Procedure Pack Waz
single-uze
Registered Vascular damp, reusable 1 General Medical Device - GMDMN is Dbsc! ete;Conformity Yas
Clazs lla Document expires soon
Registersd 35595 Vascular clamp, reusable 1 jreneral|Medical Devicel MDNis Obsolets Yas
Class lla
5 items
5. Check the Remark column for action required to bring the registration up to date.
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6. Click onthe GMDN® Term of the device to manage.

GMDMN N CF5-
Status Code /GMDN term \ Products  Device Type Remark ready

Registerad - Abdominal aorta endovascular 5 Gen_eral Medical Yes
stent-graft Device - Oass I
Conformity Assessment . . System or Procedure
- n it 1 Mo
Certificate Expired Anglography ki Pack
General external orthopaedic e TTET S E
Registered = fixation system implantation 1 Pfc'n: Yes
kit, single-use
Registerad 35596 Wascular clamp, reusable 1 Gen_eral Medica GMDN is Obsolete Yes
! Device - Class |1z
- GMDN is
Registered Wascular clamp, reusable 1 Gen_eral Medca Obsolete; Conformity Yes
Device - Class lla -
Document expires soon
5items

7. The details of the GMDN® Term you have selected will open to enable you to view
device details. If you want to delete the device, click the Back to Manage Devices button
and see the Delete Devices instructions.

Manage Devices & Products for MHRA Demo

(Manage device: "Abdominal aorta endovascular stent-graft” \
Device type Custom made? Rigk classification
General Medical Device Mo Class 1
Sterile? Method of Sterilisation
Yes Etylens Ouide
Regulative/Directive?

Directive 93£/EEC

Single use device?
L

Reprocessed single-use devics?

M

Implantable Products? Active Products? Administer/Remove medicinal Produce?
L Mo Hg

Conformity Assessment Certificates

D o ricres ceviificaties naves alreagy xpived ar will expire Soon,

Filenarms Reference Expiry date Certificate type UK Approved Body/EL Notified Bady Conformity Assessment Type

CE Certificate 5 UKCAT v Full Quiaiity Assurance (Annes | exduding Section 4) BEI UKCA - MDDVIVDDAAIMD

I| EDIT CONFORMITY ASSESSMENT CERTIFICATES | |

Products (B6)

Fraview only cisglays fmiteo ks

Medical Deviee Marme [Brand/Trade/Proprietary o

Comman name MadelVersion CataloguesReference [REF) UDH Issuing Entity LD Drewice Identifier (LDEDI) Product Status
Prerriur Stent A 14F SHTETE G51 AlSBEL (250274702216 O the GB & Ml rrarket
Prerriurn Stent B 14F SE5A45 GE1 AISEL 250274702193 Onthe GB & M| rrarket
Prerriur Stent A 17F SAELES G51 AlSBEL (4250274704730 O the GB & Ml rrarket
Prerriurn Stent B 17F ShAGAG GE1 AISEL 250274704753 Onthe GB & M| rrarket
Prerriurm Stent A 18F 35454 51 AISBL D&E2E0374704777 Onithe GB & NI rrarket
Prerriurn Steng A 20F SA5LEE GE1 AISEL (250374705545 Onehe GB & NI rrarket
Eiterrs
===
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Manage Conformity documents

Please note if your conformity assessment document expires this will be published on
the Public Access Registration Database (PARD). The GMDN® term for your registered
devices will be appended with the wording '‘Conformity Assessment Certificate
Expired’ until the certificate has been updated. This message can remain for up to a
week after you have uploaded a new certificate as PARD is usually updated on Monday.

You will receive reminder emails at 3 months, 2 months and 1 month before expiry of
conformity assessment certificates. Please ensure that you act on these to avoid
unnecessary status changes to your devices on the Public Access Registration
Database (PARD).

You will also be unable to order Certificates of Free Sale until valid conformity
assessment certificates have been uploaded and linked to all relevant devices.

1. To Add new Conformity Assessment Certificates/Self-certification conformity
declarations and unlink expired ones, click the Edit Conformity Assessment Certificates
or Edit Self-certification Conformity Documents button and unlink the old certificate or
document.

Conformity Assessment Certificates

One ar mare certificates have alresdy expired or will expire soon.

Expi UK A d Body/EU Notified Conformity As: t

Filename Reference piry Certificate type pprove ¥ ot onformity Assessmen
date Body Type

CECemificate \jeem 31/10/2021 Full Quality Assurance (Annex | Bsl UKCA - MDD/IVDD/AIMD

5 excluding Section 4)

° | EDIT CONFORMITY ASSESSMENT CERTIFICATES |

Follow the upload Conformity Assessment Certificates and upload Self-certification
conformity declarations instructions or the select from upload Conformity Assessment
Certificates and select from Self-certification conformity declarations instructions.

Please note you cannot delete Conformity Assessment Certificates/Self-certification
conformity declarations from the system so ensure you unlink devices from any
documents that have expired, are incorrect, or are no longer appropriate.

Important note concerning CE UKNI-MDR/IVDR option.

This type of assessment can only be undertaken by a UK Notified Body. See further
information under the UKNI Indication section at:

https://www.gov.uk/qguidance/requlating-medical-devices-in-the-uk#regulation-of-medical-
devices-in-northern-ireland

2. You can filter by Conformity Assessment Type. All types will be displayed to enable you
to unlink any incorrect or no longer valid types. Please note that the following types are
no longer valid:

UKCA — MDD/IVDD/AIMD
CE (UK NI) — MDD/AIMD/IVDD
CE (UK NI) — MDR/IVDR

56 | Page
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3. You can filter by Certificate Status of All, Active and Expired.

0 (Confvrmty Assessment Type l Certificate Status

o

Select from existing certificates

Expiry Conformity Assessment

Filename Reference no date Certificate type UK Approved Body/EU Notified Body Type

UKCA Cerrificate 2 UKCA_BS| 54321  30/04/2028 z:![z”::]t" b==tianceroedilex il e TR ] CE UKNI - MDR/IVDR

UKCA Certificate 1 UKCA_BSI12345  30/04/2028 Design Bxamination Certificate (Amnex Il o oo e Uk Led CE UKNI - MDR/VDR
with Section 4)

A e U ] EUMDR_321 30/04/2024 Lt infil A LA =sE RISE Research Institutes of Sweden AB CE - MDR/IVDR

Documentation Annex IX Chapter Chapter I}

MDR CE Certificate 1 Quality Management )i 199 30/04/2024 Quality Management System (MDRANNex oo b ook Institutes of Sweden AB CE - MDR/VDR

System Annex X Chapters | and II %, Chaprers |, Il]

CE Certificste 7 cE7 sinoezz g Lol Qualiy Assurance (Amnexl excluding  pg L e Uk Lea CE - MDD/IVDD/AIMD
Section 4)

6 CE Certificate 5 UKCAT 31102021 @ ::![2”::;" Assurance (Annex Il excluding  pej rance UK Lid UKCA - MDD/IVDD/AIMD
CE Certificate 4 CE123436 3112/2019 @  Type Examination (Annex V) B5I Assurance UK Ltd CE - MDD/IVDD/AIMD
CE Certificate 1 cEi23 31272019 @  Full Quality Assurance (Annex IV) TOV SUD Product Service GmbH CE - MDD/IVDD/AIMD

e . Production Quality Assurance limited ts LLOYD'S REGISTER QUALITY ASSURANCE .
CE Certificste 3 CE12345 Bz @ ) R s CE - MDD/IVDD/AIMD
CE Certificate 2 CE1234 3122010 @ E“t'_g” E_;;a’””“‘:" (Annex [V with BS| Assurance UK Lid CE - MDD/IVDD/AIMD
ection
1-100f12 3

a ' @ Select the certificates with the correct conformity assessment type '

4. If you have selected a certificate with incorrect Conformity Assessment Type a warning
message will appear and the Apply Changes button will not be enabled. If you have
selected an expired certificate the Apply Changes button will not be enabled .Unlink
expired or incorrect Certificates and upload new ones or link device to an active/correct
certificate.

5. Click the ‘Apply Changes button or follow the Upload Conformity Assessment Certificate
instructions to add another certificate.

——
° Ll R g T e Sl BACK TO DEVICE SUMMARY
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Managing expired CE certificates that are valid under EU MDR and
EU IVDR

See the latest guidance on our website, including including full instructions for action
required in DORS at:

Certain General Medical Devices, Active Implantable Medical Devices, System or
Procedure Packs:
https://www.gov.uk/quidance/register-medical-devices-to-place-on-the-market#registration-
of-certain-medical-devices-that-have-expiredexpiring-ce-certificates

Certain Reusable Surgical Devices and Uplcassified from Class | devices:
https://www.gov.uk/guidance/register-medical-devices-to-place-on-the-market#registration-
of-certain-medical-devices-which-are-eu-mdd-class-i-reusable-surgical-instruments-or-eu-
mdd-class-i-medical-devices-upclassified-from-class-i

Certain IVDs:
https://www.gov.uk/quidance/register-medical-devices-to-place-on-the-market#reqistration-
of-certain-ivd-devices-that-have-expiredexpiring-ce-certificates

Upclassified IVDs:
https://www.gov.uk/quidance/reqister-medical-devices-to-place-on-the-market#registering-
ivd-devices-which-the-eu-ivdr-up-classifies-from-general-ivd-device

The guidance has intentionally not been included in this Reference Guide as this may
change.

Please sign up for email updates by following the link on our webpages at:

https://www.gov.uk/quidance/reqister-medical-devices-to-place-on-the-market

and

https://www.gov.uk/quidance/requlating-medical-devices-in-the-uk

‘ Get emails about this page
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Add/remove products

1. Click the Export Products Data to Excel link to download all product details for review,
prior to adding/removing. Please note once changes applied and application submitted
you cannot reinstate the product/s. If you delete a product in error, you will need to add it
again.

2. To Add or remove products (model or version) click the Add/Remove product button.
Products (6)

Preview anly displays limited fields

Medical Device Name (Brand/Trade/Proprietary or

Common name) Model/Version Caralogue/Reference (REF) UDI Issuing Entity UDI Device Identifier (UDI-DI) Product Status

PremiumS™ Stent A 2.5mm 587878 GS1 AISBL 04250274702216 On the GB market

PremiumS™ Stent B 2.53mm 535443 GS1AISBL 04250274702193 On the GB market

PremiumS™ Stent A 3mm 5464635 GS1 AISBL 04250274704739 On the GB market

PremiumS™ Stent B 3mm 564646 GS1AISBL 04250274704753 On the GB market

PremiumS™ Stent A Plus 4mm 535454 GS1 AISBL 04250274704777 On the GB market

PremiumS™ Stent A Plus Smm 545466 GS1AISBL 04250274705545 On the GB market

6 ‘--‘eﬂ
I Export Products Data to Excel I

BACK TO MANAGE DEVICES

3. To add more products follow the instructions for Adding products individually or Adding
products in bulk.

4. You can delete up to 20 products in a single application. You will be asked for a reason
for deletion. The same reason will apply to all deleted products in the application. If the
reasons are different, please create separate applications.

Important note: You cannot delete products that you have just added in this manage
devices & products application. If you attempt to, you will see an error message. This is
expected system behaviour.

To delete products you have just added or uploaded in this application, you need to
either:

Hover over the bulk upload template until the X appears next to the template file name
and click the X, this will remove all the products just uploaded.

Stent Graft 6 Products Bulk...
XLSM — 428.17 KB

CONFIRM BULK UPLOAD AND PREVIEW PRODUCTS

Validation Complet

m

Then remove the relevant products from the template and re-upload it.
Or

Click the Cancel button to discard all changes in this application and start again.

APPLY CHANGES | | ey (%=
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5. Toremove products previously registered, select the box/es next to the Medical Device
Name/s in the Product preview table. You must always have at least one product linked
to a device so if you attempt to remove the last product the Apply changes button will not
be enabled.

up to 20 products in a single application.

0 ) When deleting products, you will be asked for a reason for deletion - the same reason will apply to all deleted products in the application. If the reasons are different please create separate applications. You can delete

Show
10 per page -
Product preview (products: 6)
Preview only displays limited fields
O 2"::';1'3:;':‘:"5 me (Brand/Trade/Proprietary or 41 Version Catalogue/Reference (REF) UDI Issuing Entity UDI Device Identifier (UDI-DI) Product Status
PremiumS™ Stent A Plus ) Smm 545466 GS1 AISEL 04250274705545 On the GE market
PremiumS™ Stent A Plus 4mm 535454 GS1 AISBL 04250274704777 On the GB market
[ PremiumS™ Stenc B 3mm 564646 GS1 AISEL 04250274704753 On the GE market
[l PremiumS™ Stent A 3mm 546465 GS1 AISBL 04250274704739 On the GB market
] Premiums™ Scent B 25mm 535445 GS1 AISBL 04250274702193 On the GB market
[] PremiumS™ Stenc A 25mm 587872 GS1 AISEL 04250274702216 On the GE market
k J Bitems

Selected Products: 2
DELETE SELECTED

APPLY CHANGES |le\[«3N

6. The number of products selected for deletion will display in the counter.

7. Click the Delete Selected button

Are you sure you want to remove the 2 selected preducts?

NO

8. A warning message will appear asking if you are sure you want to remove the selected
products. Click Yes or No as appropriate.
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9. If you select Yes, the Reason for Deletion options will appear. If you select No longer
placed on the market, you will be asked for the End of Distribution date.

Product preview (products: 6)

Preview anly displays limired fields

Medical Device Name (Brand/Trade/Proprietary or

Common name) Model/Version Catalogue/Reference (REF) UDI Issuing Entity UDI Device Identifier (UDI-DI) Praduct Status

Premium5™ Stent A Plus Smm 545468 G51 AISBL 04250274705545 On the GB market
Premium5™ Stent A Plus 4mm 535434 G51 AISBL 04250274704777 On the GB market
PremiumS™ Stent B 3mm 5b4645 G51 AISBL 04250274704752 On the GB market
PremiumS™ Stent A 3mm 546465 G51 AISBL 0425027470473% On the GB market
PremiumS™ Stent B 2.5mm 535445 G51 AISBL 04250274702193 On the GB market
PremiumS™ Stent A 2.5mm 587a78 G51 AISBL 04250274702216 On the GB market

6items

Reason for deletion
© Mo longer placed on the market

Informaion updated! existing data no longer valid
Entered in error

End of distribution date

CANCEL

10. Click the Apply Changes button to confirm removal of the product/s.

Please note once changes applied and application submitted you cannot reinstate the
product/s. If you delete a product in error, you will need to add it again. There is currently
no fee to add products.
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Delete devicels

1. To delete devicels, you must be on the Manage Devices and products screen. If you
have opened the device details to review, click the Back to Manage Devices button to
display the Manage Devices and products screen.

Ll AT e S BACK TO DEVICE SUMMARY I e

2. Tick the box next to Status column of the device/s your wish to delete.

Please note if you select multiple devices for deletion, they must all have the same
reason for deletion. If they have different reasons, you must delete the devices
individually.

Please note if GMDN® is obsolete you can update the GMDN® to a valid Code/Term,
you do not have to delete the device. See Update Registered devices and products.

3. Click the Delete Selected Devices button to remove the device/s and all underlying
products of the device.

Please note You cannot manage and delete the same device in the same application. If
you manage device and/or products the Delete Selected Devices button will be disabled

G | Manage Devices & Products for MHRA DEMO |

Click each GMDN term to add or delete products {medical device name and madelfversion etc ), UKCA/CE/CE (UK NI) certificates,Self-certification conformity declarations and Others. Any deletions will be removed
immediately, adding new product/s will create an application for MHRA review.
If you need to add new GMDN terms (devices), please go back to Devices and products and click "Add device" button.

Search by GMDN Code / Term: Device Type: Device Sub Type: Is Custom Made: Regulation/Directive:
Is Sterile: Is Measuring: Is Single-use? Is Reprocessed single-use? Custom-made SPP Performance Evaluation
P N femrocassad Sinsieuse Studies:
Reusable Surgical Instruments: Is Active? Is Implantable? Basic UDI-DI Issuing Entity: Basic UDI-DI Number:
Is CFS Ready: Intended purpose other than Is Intended to Presence of Medicinal/Herbal Presence of Blood/Plasma Has a Clinical investigation
medical{Annex XVI): Administer/remove medicinal substance: substance: been conducted:
- product? . - — - ~ -
Self-certification conformity UKCA/ CE/ CE (UK NI} UKCA/ CE/ CE (UK NI) Expiry Device Registration Status:
declarations: Certificate: Date: B R R -
(7]
Status GMDN Code GMDN term 1 Products Device Type Remark CFS-ready
Registered - Abdominal aorta endovascular stent-graft 5 General Medical Device - Class Il es
Conformity Assessment Certificate Expired - Angiography kit 1 Systemn or Procedure Pack No
Registered _ General external orthopaedic fixation system Systern or Procedure Pack Yes

implantation kit, single-use

I Registered 33396 Wascular clamp, reusable 1 General Medical Device - Cass lla GMDN is Obsolete Yes l E

BACK I DELETE SELECTED DEVICES I
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4. Select a Reason for deletion. If device is no longer placed on the market, provide End of
Distribution date.

Please note if you select multiple devices for deletion, they must all have the same
reason for deletion. If they have different reasons, you must delete the devices
individually.

Manage Devices & Products for MHRA DEMO

Click each GMDN term to add or delete products (medical device name and model/version etc.), UKCA/CE/CE (UK NI) certificates, Self-certification conformity dedlarations and Others. Any deletions will be removed
immediatefy, adding new product/s will create an application for MHRA review.

Ifyou need to add new GMON terms (devices), please go back to Devices and products and dlick "Add device" button.

You have made the following changes which need to be submitted to MHRA for approval.

GMDN term Products medified CE certificates/Documents modifed Device deleted

Vascular damp, reusable No No Yes x
Reason for deletion
@ No longer placed on the market

Information updated/ existing data no langer valick

Entered in error

End of distribution date *

01/05/2021

e REMOVEDEVICE{SJI

5. Click the Remove Device(s) button.

6. A warning message will appear, click YES to proceed or NO to cancel deletion.
Please note once deleted you cannot reinstate the device. You will need to add it again

and pay the statutory fee.

Are you sure want to remove selected device? This will remave
the selected devices (and underlying products) from the

manufacturer.

NO
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7. You can manage multiple devices in a single application. Each time you click Apply
Changes the device it will appear in a table at the top of the screen indicating what
action has been taken. Click the red X in this table if you want to abandon all changes to
the specific device.

& O

el alia ol APPLICATIONS — ACCOUNT MAMAGEMENT

Manage Devices & Products for MHRA DEMO

Click each GMDN term to add or delete products (medical device name and modeliversion etc.), UKCA/CE/CE (UK M) certificates Self-certification conformity declarations and
Others. Any deletions will be removed immediately, adding new product/s will create an application for MHRA review.
If you need to add new GMDN terms (devices), please go back to Devices and products and click "Add device” button.

You have made the following changes which n to be submitted to MHRA for approval.

GMDN term Products modified CE certificates/Documents modifed Device deleted

Vascular clamp, reusable Yes Mo Mo X
Abdominal aorta endovascular stent-graft Mo fes Mo S
Vascular clamp, reusable Mo Mo Yes *®

ﬁu are about to register/update an existing registration as (or on behalf of) a manufacturer or an assembler of systems and/or procedure packs. Before applying \
the CE mark to medical devices or placing them on the market in the UK the manufacturer must provide a signed declaration of conformity/Custom-made
Statement stating that each medical device has met the appropriate essential requirements (or general safety and performance reg 1ts, where applicable)
of the relevant medical devices | g the availability of technical and clinical data for each device. Devices requiring conformity assessments to be

carried out by a notified body must provide a valid CE certificate. There are also additional legal requi s which must be met, including those which
assemblers of systems and procedure packs specifically should ensure they meet before marketing such products.

Further information on the legal requirements is available at the following links in relation to the medical devices directives and also regarding the EU Medical
devices and in-vitro ic

Failure to declare compliance with the directive/regulation that you are certified for will result in your registration becoming invalid and you will be charged a
further £100 to make the relevant changes.

MOTE: It is possible to select 8 GMDM codefterm for a product that is not categorised as a medical device under medical devices legislation in the UK. Manufacturers are
responsible for correctly classifying their devices and ensuring they are compliant with the relevant legislation. MHRA have the right to remove registrations, both
organisations and or their devices, if we consider that the registered products are not medical devices, are incorrectly classified or if they do not comply with the relevant
legislation. Under such circumstances, the £100 fee is non-refundable.

Please tick to confirm you have read and understood the above requirements and that you agree to our terms and conditions.

| have read and agree to the terms and conditions )
° SGIL | CLEAR ALL

8. When you are ready to submit the application, Read the on-screen information and
terms and conditions , click the ‘I have read and agree to the terms and conditions box’

9. Click the Submit button to complete the application or the Clear All button to clear all
changes made in this application.

Please note there is no Save & Exit function on this page, so you need to either Submit
your changes or Clear All and start again if you are not ready to submit.
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10. After submitting, note the application number, the application will now show as In
progress within the list of applications. While the application is in progress you will not be
able to order a CFS for the device(s) or make further updates to device/s in the
application, until the application is complete.

# @

AGEMCY SERVICES [N ACCOUNT MANAGEMENT

Application complete

[ ‘Your reference number

2019061702171368

What happens next...
We have sent you a confirmation email and your application has been sent to an officer at MHRA.

'We will contact you again within the next 2 -5 working days to let you know of our decision, or to ask for more information if its needed.

)

11. Click on the Close button.

12. Please note if you do not click the Close button within 2 minutes of completing your
application, the button will time out and you will see the following message. Your
application is not affected and has been auto-submitted. Click on the OK button.

You will receive email confirmation of your submitted application and the review
outcome.

A The Task Could Not Be Submitted

The task has already been submitted.
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Update registered devices and products

Use this function if GMDN® is now obsolete or device and/or products (model or version
detail) need to be updated because the details have changed or you did not populate the
field at the time of registration.

Please note only certain fields can be updated. These will be enabled on the update screen
to allow you to add or update data. GMDN® Codes/Terms can only be updated in cases
where the existing GMDN® has been made obsolete. Changes made on this screen do not
currently incur a fee.

If you need to update active GMDN® Codes or Terms or any fields that are not enabled on
the screen, you must remove the Device via the Manage Devices link. All underlying
products will also be removed. You need to add the device and products again using the
Add Device function to add new GMDN® Code or Term, and pay the statutory fee.

If products need to be added or removed from an existing registered device, or Conformity
Assessment Certificates/Self-certification conformity declarations need to be uploaded,
linked, or unlinked from existing registered devices this can be done via the Manage Devices
link.

1. Goto Agency services > Enter Device Registrations and Certificates of Free Sale for
medical devices.

2. Select the organisation (Legal Entity) of the devices/products you want to update.

# O
AGEMCY SERVICES APPLICATIONS  ACCOUNT MANAGEMENT

Device Registration & Certificates of Free Sale

Your Organisation

. Registration
Name Address Country Devices (Products) Status
Q MHRA DEMO 10 South Colonnade, Canary Wharf, London, E14 4PU England, United Kingdom 49 &
Key
@ Registered (C) Not Registered @ Unregistered Suspended X Rejected
Manufacturers you represent
Only registered manufacturers appear here. Newly submitted and draft
manufacturers can be found from the Applications list.
Only use the ADD NEW MANUFACTURER functio have not
f function to
registe t devices sting acc r
Search by manufacturer name:
Registration
Name ! Address Country Devices (Products) Relationship &

Status
167 Bella Bista, East Side Compound, 1000

Demo represented org Three Medtech Drive, Sea View Industrial Zone, United States  20(21) UK Responsible Person &
Santa Barbara, CA, 98755

123 Street, Sea View Industrial Estate,

- - . -
DEMO Represented Organisation Boston, MA, 12345 United States 3 (10) UK Responsible Person &
234 Avenida Escala, C Yukata
DEMO Represented Organisation Two 43231ven| = el Mexico 1 UK Responsible Person ]
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3.

Click on the Update Registered Devices/Products Devices link on the Summary page.

a 0O

Elet-Nla g ia=0 APPLICATIONS  ACCOUNT MANAGEMENT

4 Back to DR&CFS Services
: — inasinmallasnil Gl | =] Add Devices Manage Devices
M H RA D emo I # | Update Registered Devices/Products || | 0| Export Devices Data to Excel File

UNINECLUE  APPLICATIONS  RELATED ORGANISATIONS  DEVICES PRODUCTS CONTACTS  OTHER ADDRESSES DOCUMENTS  NEWS

Summary

Your registration with the MHRA must be reviewed and renewed one year after the anniversary date and avery two years subsequently. The anniversary date is
determined by the date your account was created with the MHRA. Your Registration Renewal is 01/01/2025, Failure to renew your registration will result in your
account being suspended. A suspended account means you will not be able to place new devices on the market given it is a legal requirement to hold an active
registration with the competent authority (MHRA). It is an offence to place a non-compliant device on the market in the UK.

Basic Information

Account Number 0000009132 Registration Status Registered
EU Single PARD Options = Publish UK Responszible Persan Name
Registration Number » Publish UK Responsible Person Address
(SRN) » Publish Organisaticn's Name

Publish Organisation's Add
Role / Account Type Manufacturer | UK Responsible Person ° Fuplish Lrganisaten ress

Use the available filters to search for a specific device.

Please note only registered devices will be visible on the Update Registered Devices &
Products screen. If the conformity assessment document has expired you must update
this before you can update GMDN®, device details or products. See Manage conformity
documents.

Click on the GMDN® Term of the device/product to update.

Update Registered Devices & Products for Organisation MHRA DEMO

Only certain fields can be updated. These will be enabled on the below screen to allow you to add/remove/update data. GMDN Codes/Terms can only be updated in cases where the existing
GMDM has been made obsolete. Changes made on this soreen do currently inour a fee. If you need to update active GMOM Codes or Terms or any fields that are not enabled below, you
must remaove the Device andfor product(s) via the Manage Devices link and add the device/products again using the Add Device function to add new GMDMN Code or Term, and pay the
appropriate fees. To manage Conformity Assessment Documents or add or remove products from a registered device use the Manage Devices function.

ﬁice Type / Class Device Registered Date GMDN Code / Term Mame Custom Made Regulation/Directive: \
- 't device ype S Class.. w - - -
Is Sterile? Is Measuring Is Single-use? Is Reprocessed single-use? Custom-made SPP
Reusable Surgical Is Active? Is Implantable? Is Intended to Intended purpose other than
Instruments? Administer/remove medicinal medical{Annex XV1)
- M - M product?
Is CFS Ready Presence of Medicinal/Herbal  Presence of Blood/Plasma Has a Clinical investigation Basic UDI-DI Issuing Entity
substance substance been conducted
Basic UDI-DI Number Is Device Updated? Show
- hd 10 per page -
k Clear Fiy
Status  GMDN Code Term Name 1 Device Type
L] - Abdominal aorta endovascular stent-graft General Medical Device - Class |l

General external orthopaedic fixation system implantation kit, single-use J| Systemn or Procedure Pack
Wascular clamp, reusable General Medical Device - Class lla

Wascular clamp, reusable General Medical Device - Class lla
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The details of the GMDN® Term you have selected will open to enable you to:

Update obsolete GMDN® and device data — you cannot update products at the same
time as updating obsolete GMDN®, you will need to do this in two applications —
currently no fee applies.

Update selected device and/or product fields if you are not updating obsolete
GMDN®

Update Obsolete GMDN

1.

If GMDN® is now obsolete a box will appear to enable you to either enter a valid GMDN®
Code if you know it, or search for a suitable GMDN Term using multiple words.

Please note you cannot update the GMDN® and products in the same application, if you
are going to update an obsolete GMDN® you must do this first and submit the
application and then update products once the first application is complete. If you update
the products first and then attempt to update the obsolete GMDN® in the same
application, you will lose all the product data you entered.

Update Registered Devices & Products for Organisation MHRA Demo

Only certain fields can be updated. These will be enabled on the below screen to allow you to addfremove/update data. GMDM Codes/Terms can only be updated in cases where the existing
GMDM has been made obsolete. Changes made on this screen do not currently incur a fee. If you need to update active GMDM Codes or Terms or any fields that are not enabled below, you
must remaowe the Device andfor product(s) via the Manage Devices link and add the device/products again using the Add Device function to add new GMDMN Code or Term, and pay the
appropriate fees. To manage Conformity Assessment Documents or add or remove products from a registered device use the Manage Devices function.

ck to all "Devices & Products” \
+35596 - Vascular clamp, reusable

Device Type
GMDN description

GMDN Code/Ter

Which
directive/regulation
does this device
comply with?

Is custom made
Risk classification
Is sterile

Method of
sterilisation

Single use device?

Reprocessed single-
use Device?

Are any of the
products related to
this device
implantable?

Are any of the

products related to

le device active?

General Medical Device

A hand-held manual surgical instrument desifined to directly compress a blood vessel (vein or artery) to create a temporary haemostasis (arrest or

prevention of bleeding). It typically has a self-
curved, angled, semicircular) specific for diffe
utilize inserts made of various materials (e.g.,

Select new GMDM to replace the
existing cbsolete GMDN. If you
are updating the GMDM in this
application, you cannot update
products until the update GMDN
application has been completed

—
Directive 93/42/EEC

Mo
Class lla
Yes

Ethiylene Oxide

Mo
Mo

Mo

Mo

Version March 2025 v1

etaining, scissors-like design with ring handles; the working end has blades of various designs (e.g.,
ent applications. It is available in various sizes, is typically made of high-grade stainless steel, and may
carbide, silicone). This is a reusable device.
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Update Device Details

1. If any other fields can be updated these will be enabled. If you need to make changes to
a field that is not enabled you must delete the device and products via the Manage
registered devices function and add the device again, the statutory fee will be payable.

Device intended to Mo
administer and/or
dicinal
product? ( \

Basic UDI-DI Issuing | —Flssse 5.
Entity

Presence of a | —~lease Seie— hd
substance which, if
used separately,
may be considered
tobe a
medicinal/herbal
medicinal product

Presence of a | —~lease Seie— hd
substance which, if
used separately,
may be considered
to be a medicinal
product derived
from human blood
or human plasma

Has a Clinical k.::‘: . )
investigation been
conducted?

2. The Conformity Assessment Certificates or Self-certification conformity declarations
table will also be visible for your information. You cannot make changes to documents on
this screen. Please follow the Manage registered devices instructions to update
conformity documents.

vConformity Assessment Certificates

If you wish to manage Conformity Assessment dooument(s) use the Manage Devices function

Filename Reference 5:5:)( Certificate type UK Approved Body/EU Motified Conformity Assessment

Body Type
CE Certificate AMDT 31/07/2021 Full QL._laIlq.r As*_surance [Annex [l 551 CE - MDD/IVDD/AINMD
3 excluding Section 4)
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Update products individually

1. The Product Details table will appear. Use the filters to search for the product.

Please note if you have updated an obsolete GMDN® you will not be able to update
products in the same application and the Medical Device Name link will not be enabled.
You must update product/s in a separate application, after the obsolete GMDN®
application has been submitted and completed.

2. You can either update products individually, or update multiple products. You must not
update products both individually and in multiples in the same application. Please create
separate applications.

3. Click onthe Medical Device Name to update the product.

~ Product Details

Medical device name: Model/version: Cataloguelreference:
o [

how

10 per pags -

iiviaualiy, click on the Medical Device Name of the product. Lipdares madle individually will nor be reffected in the product tbie beiow uniil after the appiication has been
our Lpdates on the Review screen before submitting spplication.

products, sefect & checkbox next to the Medical Device Name of the relevant products. The updates will be visitle in the

i L Licts you wish L iate f i L=
rogiuct table below. Youw can -_u:.:a.rea.-nir 77 o 15 i1 3 5if licat
I ! ¥ou must not update products beth individually and in multiples in the same apolication. Please create s=parate applications I

Total updated products : 0

Is the
UDI. . Device Direct
Lol Device Uit of direct! Markin: Direct
Medical Is Is . Izsuing Identifier  wse UDI- v 2 ;
N . . | Catalogue/Reference 3 Marked ] Marking
Device Starus  ModelVersion  ModelVersion Catalogue/Reference X Entity Dl - X
Name applicable? applicable? [REF) @ it with UDI-  different DI
< : @ assigned) ol from number
° @ UDI-DI
L2l
° Yes SaferDl Yes SH-001/123
Zafznandle- . < . R
. fez B Version ez SHO2/BA0O
B version
4 »

1-20f2

D Please use the scralibar ta view all product data fields.

APPLY CHANGES | SAVE AND EXIT | CANCEL || DELETE APPLICATION
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4. All fields that can be updated will be enabled. If you need to make changes to a field that
is not enabled you need to delete the products via the Manage registered devices
function and add them again, there is currently no fee to add/remove products.

&« D

AGLHCOY SCRVICES APPLICATIONS ACCOUNT MANAGEMENT

Product Information

Medical Device  Clamo
Mame

Is ModelVersion  Yez v
applicable?

Model/Version = Clamp

Is 5 - .

Catalogue/Reference
applicable?
Catalogue/Reference
{REFI@
UDI Issuing Entity G571 AISEL
© - uiecc
ICCERA

IFA GmiH

DI not 2ssigned

Product Status @ t -

URL for additional
information
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Type of UDI-P1 Lot or Batch Mumber
Serizl Numbser
Manufacturing date
Expiration date

Software version

Does the device  —"lesse Seleor— v
incorporate human
cells or tissues, or
their derivatives

Does the device
incorporate animal
cells or tissues, or
their derivatives

I

Are storage/handling

conditions specified

in the

labelfinstructions
fior use

Quantity per
package
configuration

MNeed for
sterilisation before
use L]

What MRI safety
information does the
labelling contain?

Does the
labelfinstruction for
use include Critical
Warnings or contra-
indications

Containing latex

Clinical size - "lsgss Seleo— -
applicable
L]

UDI-DI from | --Flsass Selecr -
secondary entity

Endocrine disruptor | ---flssss Seleor -
e
Additional preduct
descriotion

5. Once all fields have been updated, click the Apply Changes button or Cancel to discard
changes.
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Update multiple products

1. The Product Details table will appear. Use the filters to search for products.

Please note if you have updated an obsolete GMDN® you will not be able to update
products in the same application and the Medical Device Name link will not be enabled.
You must update product/s in a separate application, after the obsolete GMDN®
application has been submitted and completed.

2. You can either update products individually, or update multiple products. You must not
update products both individually and in multiples in the same application. Please create
separate applications.

3. Select the tick box next to the Medical Device Names of the products you wish to
update.

~ Product Details

Medical device name: Model'version: Catalogue/reference:
[ [

Show

0 per pags -

0 To updare products individually. dick on the Medical Device Name of the product. Updares made individually wall not be reffected in the product table below until after the application has been
submitted. Ple: oK pour updates on the Review screen before submi ion.

produicts, sefect the products you wish to updste by selecting the checkbox next to the Madical Device Name of the relevant products. The updates will be visibie in the
v e G e S s iy gz AF 50N prodlere fo 3 sinels apaiicatinn

I 1 ¥ou must not update products beth individuzlly and in multiples in the same apolication. Please create separate apolications |

Total updsted products : O

uml
Device Unit of Is the Device Direct
Medical Is Is . By Identifier  use UDI- directd: -
Diavice Status  ModelVersion  ModelVersion  Catalogue/Reference Catalogue/Reference  UDI Issuing Entity {UDH-DI) o Markez with Marking D
N . [REF) @ a N different fi
Name applicable? applicable? Gf uDI-oi
assigned) UDi-D
) L]
(7]
Zzfzhandlz Yez = Safeidt ez = SH-001M23 Sefect LIOY Entity Fizas scr v || Plesse Sele
;l::_éi:':l:_ ez * | BVWersion kCH ¥ | SHOZ/B/OO1 Sefect LY Entity ™ Pizaze Sglecr = || Plesse Sele
4 »
/l 1-2af2

Q Please use the scrolibar to view all product data fields

APPLY CHAMNGES | SAVE AND EXIT | CANCEL || DELETE APFLICATION

4. All fields that can be updated will be enabled.

5. Use the scrollbar to view all data fields.
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Resolving data issues

6. When updating products the same validation rules apply as when adding products. If you
enter invalid data, or duplicate data, or do not add data to mandatory fields you will see a
warning message under the Apply Changes button with the product name and the fields
that need attention.

Total updated products : 1

upi

Device Unit of Is the Device Direct Direct
Medical Is Is . . Identifier  wse UDI- directly P e Packe
Device Status  Model/Version Model/Version  CatalogueReference (C;ET]ICELE}RE&FEME UDHSS""—ZE"“W [uoi-on Dl Marked with ;i;f::lerr?te:um g‘larklng Numt
Name applicable? applicable? Gif | UDi-DI
assignac) @ UbiDi number
o
(7]
Safehandle Yes = | Safe/ll ez = | | safell ICCBBA - Yes | Yes - Yes
Safehandle- v
2 verzion @ BVersion ' HOZ/ES
»
20of2
0 Please use the scrolibar to view ail produet data felds.

Key points to note when using the update products functions
The following are data issues that will result in errors:

Adding duplicate data in Model/Version and Catalogue/reference field

Selecting a UDI issuing entity and not entering a valid UDI or DI data or v.v.
Entering invalid UDI or DI data

Selecting product status of ‘No longer on the GB or Ni Market’ and not adding
Commercial Distribution End Date

Selecting Yes for storage handling and not entering a description or v.v.
Selecting Yes for Method of sterilisation and not entering method or v.v.
Selecting Yes for Critical Warning and not entering description or v.v.

Selecting Yes for Clinical Size and not entering size or v.v.

Selecting yes for Secondary UDI entity and not entering valid UDI DI data or v.v.

7. The Apply Changes and Save and Exit buttons will not be enabled until you have
resolved all data issues.
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8. Once you have completed updating products, and resolved any data issues, the Apply
Changes and Save and Exit buttons will be enabled.

Total updated products: 1

Medical Is
Device Status  Model/Version  Model/Version
Name applicable?
Safehandle Yes v Safel0l
Safehandle- _
e Yes ~  BVersion

0 Please use the scrolibar to view all product data fields.

° APPLY CHANGES SAVE AND EXIT

upi
Device  Unitof
Is ) . Identifier useUDI-
CotaloguelReference  CoieloguelReference  Ubllssing Entity it (7
X [REF) @ o ;
applicable? i
assigned)
L
e
Yes - SH001/123 IFA GmbH - 44666768
Yes ~  SHOZ/E/0T Select UDI Entity =

Is the Device
directly
Marked with
uDI-DI

[}

No

Direct Direct

Marking DI Marking ;au‘r:‘;i
different from DI
uDIDI number
»
1-20f2

‘ CANCEL || DELETE APPLICATION | °

9. Click Cancel to discard the changes just made or Delete Application to delete all
changes to all products that have not yet been submitted.

Review updated devices and products

1. Onthe Review page, click the > icon to display the Updated device details. Only fields
that you have updated will display here.

# O

rcisilap=itin = APPLICATIONS  ACCOUNT MARMAGEMENT

Review

GMDM Term

Vascular clamp, reusable
e vUpdated device details

Basic UDI-DI Issuing Entity
ICCBBA

Contains Medicinal/Herbal substance?
Mo

Clinical investigation been conducted?
Yes

Clinical Investigation Details

Country MHRA Reference Number

United States

Version March 2025 v1

Device modified Products modified

YES YES

Basic UDI-DI Number
757EETETEIEE05

Contains Blood/Plasma substance?

Mo
IRAS Number g:ﬂ;me and Version Number of the Clinical Investigation Plan Code Number
VasClamP US/FDA/4E5475
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2. On the Review page, click the > icon to display the Updated product details.

Review
GMDN Code GMDN Term Device modified Products modified
12235 Scalpel handle reuzabie MO YES

> Updated device details
v Updated Product details I

Click on Medical Device Name to view full details

Medical Device Name (Brand/Trade/Proprietary or Common name) ModelVersion Catalogue/Reference

3. Click onthe Medical Device Name to view the updates.

4. Only fields that you have updated will display here.

Review
GMDN Code GMDN Term Device madified Products modified
12235 Scalpel handle reuzable NO YES

»Updated device details
~Updated Product details

— Show All Products

UDI Issuing Entity UDI Device ldentifier

IFA GmibH A4EEETERTERES

Directly Marked with UDI

Mo

UDI-PI Type

Lot or Batch Mumber; Manufacturing date

Incorporates Human Cells Incorporates Animal Cells Storage/Handling
Mo Mo Yes
StoragefHandling Description Sterilisation Before Use

See IFU Yes

Sterilisation method MRI Safety Critical Warnings
Steam MR Unsafe Ne

Containing Latex

No

UDI-DI From Secondary Entity

Mo

Endocrine Disruptor
Mo

You are about to register/fupdate an existing registration as (or on behalf of} a manufacturer oran assembler ofsystems andfor procedure packs. Before applying the CE mark to medical devices or placing
them on the market in the UK the manufacturer must provide a signed declaration of o oy Custo stating that each medical device has met the appropriate essential requirements
{or general safety and performance requirements, where applicable) of the relevant medical devices legislation, including the availability of technical and clinical data for each device. Devices requiring
conformity assessments to be carried out by a notified body must provide a valid CE certificate. There are also additional legal requirements which must be met, including those which assemblers of systems
and procedure packs specifically should ensure they meet before marketing such products.

and also regarding the EU Medical devices and in-vitro diagnostic devices

Further infi ion on the legal requi is i atthe ing links in relation to the
regulations.

re to declare compliance with the directive/regulation that you are certified for will result in your registration becoming invalid and you will be charged a further £100 to make the relevant changes.

K. Manufacturers are responsible for correctly classifying their devices and
dical devices, are

WOTE: Itiz pozsible to zelect 3 GM DN codelterm for 2 product that is not categarized as & medical device under medics! devices legislation in
nsuring they are compliant with the relevant legizlation. MHRA have the right 1o remaove registrations. both organisations and or their devices, if we consider that the registersd products are not
ncorrectly classified or if they do not comply with the relevant legislation. Under such circumstances, the £100 fee is non-refundable.

Please tick to confirm you have read and understood the above requirements and that you agree to our ter

| have read and agre= to the terms and conditions

5. Read the important information and agree to our terms and conditions.

6. Click the Submit button to apply the changes, or click the Save and Exit button to save
a TEMP (draft) application.

7. Click the Back button to go back and continue updating, or click the Cancel button to
cancel all updates in the application.
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8. If you click Submit, the changes will be applied and a reference number will be
generated.

Application complete

Your reference number
2023051101217988

What happens next...

We have sent you & confirmation email and your application has been sent to an officer at MHRA.

We will contact you agsin within the next 2 -5 working days to let you know of our dedsion, or to sk for more information if its needed.

° SUBMIT & CLOSE || SUBMIT & CONTINUE »

9. You will be given two options for your next action. Submit & Close will end the
transaction.

10. Submit & Continue will take you back to the screen with the products that you previously
selected for update but have not finished updating. The status column indicates which
products have been updated.

Is the
. Device Direct
Medical s s ﬂ::ing UDI Device H::L?I;I- dirscty  Marking  Direct Package .o
Device Status ModelVersion  Model/Version  Catalogue/Reference Ca‘ta.lnguauRefErence Entity '””.‘"ﬂeftum' M.arked D.I Marking Mumber ol
N N (REF) @ Dif assigned) o with UDI-  different DI Mur
MName applicable? applicable? Gf
o a assigned) o from number o leve
L uDl-ol
7]
Safehandle QUpdatedl Yes Safe/01 Yes SH-001/123 g:mH 4456676373339 Mo
safenancle- Ves BVerzion ez SHOZ/B/0OT
Bversion
4 »
1-2of2

0 Please use the scrolibar to view all product data fislds.

APPLY CHANGES | SAVE AND EXIT | CAMCEL || DELETE APPLICATION

Email confirmation

1. If you have updated an obsolete GMDN® you will receive email confirmation of your
submitted application and another email confirming outcome of MHRA review. You will
not receive email confirmation for updating other device and/or product fields.
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Version history

Each application to update a device or product will generate a version history for the device.

1. To view the version history for a device. Search for the device using the Is device
updated filter? on the Device tab.
a

AGEMCY SERVICES

O

APPLICATIONS  ACCOUNT MAMAGEMENT

Regulation/Directive:

-4 Back to DRECFS Services

MHRA DEMO

SUMMARY  APPLICATIONS

[=] order cFs

DEVICES

: —: Manage Devices Add Devices Update |

RELATED ORGAMISATION RODUCTS CONTACTS OTHER ADDRESSES DOCUMENTS  MNEWS

~ Hide Filters
Device Type / Class Device Registered Date GMDN Code / Term Name Custom Made Is 2017 Regulations
Is Sterile? Is Measuring Is Single-use? Is Reprocessed single-use? Custom-made SFP
Reusable Surgical Is Active? Is Implantable? Is Intended to Intended purpose other than
Instruments? Administer/remove medical{Annex XVI)
- T medicinal product?
Is CFS Ready Presence of Medicinal/Herbal Presence of Blood/Plasma Has a Clinical investigation Basic UDI-DI Issuing Entity
substance substance been conducted

Basic UDI-DI Number Device Registration status Is Device Updated? Show

—Select device status— hd - hd 10 per page hd

Clear Filters

2. To view the version history for a product. Search for the product using the Updated
Products filter on the Product tab.

#

0

AGEMCY SERVICES  EENENlw el

- Back to DRECFS Services

MHRA Demo

SUMMARY  APPLICATIONS

: —: Manage Devices Add Devices Update Registered Devices/Products

Qrder CFs

RELATED ORGAMISATIONS  DEVICES [Mg:ivlV Vil CONTACTS OTHER ADDRESSES DOCUMENTS  MNEWS

Products Regulation/Directive:
Products
Device Type / Class:  Medical device Registered Date: GMDN Code / Term:  Search by Custom Made: Device Reg Under
~ ~ name: o model/version: 2017:
Is Sterile: Is Measuring: UDI Issuing Entity: UDI-DI Number: Containing latex: Product Status: MNeed for
sterilisation before
- _ - _ - ~ - - v use:
Product Registration Intended purpose other  Endocrine disruptor: MRI safety information:  Human cells or tissues:  Animal cells or tissues:
Status: than medical{Annex
X: - _ - _ - _ -

Unit of use UDI-DI: Is the Device directly

Marked with UDI-DI:

Updated Products:
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3. Click onthe GMDN® Term of the updated device

-1 Back to DR&CFS Services

MHRA Demo

SUMMARY  APPLICATIONS  RELATED ORGAMISATIONS Qvabe=Al PRODUCTS COMTACTS OTHER ADDRESSES DOCUMENTS  NEWS

|=] Order cFs [~ | Manage Devices || Add Devices || Update Registered Devices/Products

== Hide Filters
Device Type / Class Device Registered Date GMDN Code / Term Mame Custom Made Is 2017 Regulations

Regulation/Directive:

Is Sterile? Is Measuring Is Single-use? Is Reprocessed single-use? [
Reusable Surgical Is Active? Is Implantable? Is Intended to Intended purpose other than
Instruments? Administer/remove medical{Annex XVI)

medicinal product?

Is CFS Ready Presence of I/Herbal P of Blood/Plasma Has a Clinical investigation Basic UDI-DI Issuing Entity
substance substance been conducted
Basic UDI-DI Number Device Registration status Is Device Updated? Show
—Select device sterus— hd | Ves hd | 10 per page hd
Clear Filters
Status  GMDN Code Term MName ° T Device Type
L] 62470 Surgical bulldog clamp, reusable General Medical Device - Class lia

Key

Key

& Registered () Mot Registered &3 No Longer Registered 3 Rejected @ Conformity assessment cerrificate expired Pending Amendment
Invalid-Please Delete

4. An Update History table will appear with a version entry for each update application
submitted for the device, indicating when the device was modified and by whom.

vUpdate History )
ersion Term Name Modified On 1 Modified By
Version 3 Surgical bulldog clamp, reusable 13/08/2021 15:05 BST Peter Smith
Wersion 2 surgical bulldog clamp, reusable 13/08/20217 15:03 B5T Peter Smith
Version 1 Vascular damp, reusable 13/08/2021 14:39 BST Peter Smith

5. Click on each version to view updates made to the device.
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6. The application number and the updates made in that application will display.

vUpdate History
evice information \

Reference
2021081301 207935

GMDN Term

Surgical bulidog clamp, reusable
Basic UDI-DI Issuing Entity

IFA GmbH

Basic UDI-DI Number
6548564564385

Presence of a substance which, if used separately, may be considered to be a medicinal/herbal medicinal product
No

Presence of a substance which, if used separately, may be considered to be a medicinal preduct derived from human blood or human plasma
No

Has a Clinical investigation been conducted? )

7. Click the Back button to go back to the Update History table and view other versions.

8. To view the version history for a product. Search for the product using the Updated
Products filter on the Products tab.

-4 Back to DRE&CFS Services

MHRA Demo

SUMMARY  APPLICATIONS  RELATED ORGAMISATIONS DEVICES QlvlviVspfl COMTACTS OTHER ADDRESSES DOCUMENTS  MNEWS

[=] Order €FS [ -| Manage Devices |=| AddDevices || Update Registered Devices/Products

Products
Products
Device Type f Class:  Medical device Registered Date: GMDN Code / Term:  Search by Custom Made: Device Reg Under
name: model/version: 20M7:
Selecr device fy.. = aaimmiy - -
Is Sterile: Is Measuring: UDI Issuing Entity: UDI-DI Number: Containing latex: Product Status: Regulation/Directive:
Product Registration Intended purpose other  Endocrine disruptor: MRI safety information:  Human cells or tissues:  Animal cells or tissues:
Status: than medical{Annex
XVi: _ - _ - _ - _ -

Unit of use UDI-DI: Is the Device directly Updated Products:
Marked with UDI-DI:
- :
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9. Click onthe GMDN® Term of the updated product.

-4 Back to DRE&CFS Services

MHRA Demo

SUMMARY  APPLICATIONS RELATED ORGAMISATIONS DEVICES [EgzlsliVapfll CONTACTS OTHER ADDRESSES DOCUMENTS  MNEWS

|=] Order cFs  [=| Manage Devices |=| Add Devices || Update Registered Devices/Products

Products
Products
Device Type / Class:  Medical device Registered Date: GMDN Code /Term:  Search by Custom Made: Device Reg Under
~ name: i model/version: 2017:
Seled device ty.. ¥ daimmAyy - v
Is Sterile: Is Measuring: UDI Issuing Entity: UDI-DI Number: Containing latex: Product Status: Regulation/Directive:
Product Registration Intended purpose other  Endocrine disruptor: MRI safety information:  Human cells or tissues:  Animal cells or tissues:
Status: than medical{Annex
XVI): - A - - - _ -
Unit of use UDI-DI: Is the Device directly Updated Products:
Marked with UDI-DI:
s - seARcH |ReiEE
Status  GMDN Code Term Name Medical Device Name T Model/Version Type
(] - I Surgical bulldog clamp, reusable I Clarnpl Clarmp/R/0071 General Medical Device - Class lla
L] 35310 Orthodontic retainer Retainer 1 Model 1 General Medical Device

10. Click on the Medical Device Name of the product

vProduct Details
Freview anly displays limited felds

Medical Device Name

Status  (Brand/Trade/Proprietary or Common  Model/Version Catalogue/Reference UD'. Issuing UDI Device Identifier Product Status
(REF) Entity (UDI-DI)
name}
Onthe GB
L] Clamp Clamp/R/001 545757767 ———

Key
Registered () Mot Registered €3 No Longer Registered X Rejected

11. An Update History table will appear with a version entry for each update application
submitted for the product, indicating when the product was modified and by whom. Click
on each version to view updates made to the product.

é vUpdate History N
Version Medical Device Name Maodified On Madified By
Version 3 Clamp1 13/08/2021 14:48 BST Peter Smith
Version 2 Clamp1 13/08/2027 14:45 BST Peter Smith
Version 1 Clamp1 13/08/2027 14:34 BST Peter Smith
\ J
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12. The application number and the updates made in that application will display.

vUpdate History )

Reference 2021081301207333

Medical Device Clampl
Name

Modei/NVersion Clamp/R/001

Catalogue/Reference 545757767
(REF)

UDI Issuing Entity N/A
UDI Device Identifier N/A
Unit of use UDI-DI_N/A Y,

13. Click the Back button to go back to the Update History table and view other versions.
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Removing migrated Pseudo GMDN® Terms

This section applies to Migrated customers only. Please see Determine if your account is
migrated or re-registered. These are invalid terms and you cannot update these devices.

You will need to add all the devices you manufacture first and then remove the Pseudo
GMDN® Terms.

Migrated Pseudo GMDN® Terms do not appear on the Public Access Registration Database
(PARD). If you only have Migrated Pseudo GMDN® Terms on your account, PARD will
display the following message in the device field: ‘Devices pending update by
manufacturer’.

1. Click the Devices tab

2. Check if you have any migrated Pseudo GMDN® Terms in your list of devices — these
can be identified by the following symbol:

4

# O

el -olia ol APPLICATIONS  ACCOUNT MAMAGEMENT

-4 Back to DR&CFS Services

|=] Order CFs  |[=| Manage Devices |=| Add Devices

Regression Test

SUMMARY APPLICATIONS  RELATED ORGAMISATIONS Helalissf FRODUCTS CONTACTS OTHER ADDRESSES DOCUMENTS — MEWS

Devices
Devices
= Show Filters
Status GMDN Code Term Name T Device Type
( L] 11425 Electrode gel General Medical Device - Class | N
[ 90003720 Examination/Treatment Couches And Leg/Arm Rests General Medical Device - Class |
42893 General-purpose bowl, reusable General Medical Device - Class |
= 90004871 Rehabilitation Equipment General Medical Device - Class |
[#1 90004872 Treatment Chairs (Chiropody/Dental/Ophthalmic) General Medical Device - Class |
\ 10 items )

Key
@ Registered () Not Registered Amended Invalid-Please Delete
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3. After following all the Add Devices using GMDN® instructions to add all the devices you
manufactuer:

4. Click on the Manage Devices link.

0

APPLICATIONS

ACCOUNT MANAGEMENT

#

AGEMCY SERVICES

-4 Back to DRE&CFS Services

[=] Order cFs | Add Devices

Regression Test

SUMMARY APPLICATIONS  RELATED ORGAMISATIONS Hlsflesf FRODUCTS CONTACTS OTHER ADDRESSES DOCUMENTS  MEWS

Devices

Devices

— Show Filters

Status GMDM Code Term Name T Device Type

5. Select all the Pseudo GMDN® Terms migrated from our old system. You can identify
these in your manage devices list by either searching for the device using filters or
searching all devices that are not CFS ready by using the Is CFS ready? filter, the
Remark column will indicate ‘Invalid GMDN Term’.

# O

Lleisilaptcilin =g APPLICATIONS  ACCOUNT MANAGEMENT

Manage Devices & Products for Regression Test

Click each GMDN term to add or delete products (medical device name and model etc) and CE certificates. Any deletions will be remowved immediately, adding new
product/s will create an application for MHRA review.
If you need to add new GMDM terms (devices), please go back to Devices and products and click "Add device" button.

Search by GMDN Code / Term : Device Type: Device Sub Type:
GUDN Code / Term General Medical Device - Class | -
Is Custom Made: Is Sterile: Is Measuring;:

LSt made - Srerils - Mhessu

Is CFS Ready: CE Certificate:

i

CF5-
Status GMDMN term 1 Products  Device Type Remark
ready
General Medical Device - Class
Registered  Assistive scissors o | PRODUCT INFORMATION 1S REQUIRED Mo
General Medical Device - Class
Registered  Electrode gel o | PRODUCT INFORMATION IS REQUIRED Mo
M res " Examination/Treatment Couches And 0 General Medical Device - Class ~ PRODUCT INFORMATION IS REQUIRED N
CEISIETE0  Lag/Arm Rests I INVALID GMDN TERM o
y O . General Medical Device - Class ~ PRODUCT INFORMATION IS REQUIRED
B FRegistered  Rehabilitation Equipment i} | |NVALID GMDN TERM Mo
Registered Treatment Chairs 0 General Medical Device - Class ~ PRODUCT INFORMATION IS REQUIRED No
€E! (Chiropody/Dental/Ophthalmic) | INVALID GMDN TERM

5items
| BACK TO DEVICES & PRODUCTS | DELETE SELECTED DEVICES | 6

6. Click the Delete Selected Devices button.
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7. Select option Information updated/existing data no longer valid for Reason for deletion.
The selecetd option will be applied to all the deleted devices. If the reasons for deletion
are different, please create separate applications.

Reason for deletion

Mo longer placed on the market
‘ D Information updated/ existing data no longer valid

Entered in error

8. See Using filters to search for devices and products to search for deleted devices.
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Adding a Manufacturer (only for UKRP in UK and EU AR in NI)

1. Click the Enter button on the Landing Page.
# 0 O

AL APPLICATIONS  ACCOUNT M

ALPHA Release This is 3 new service - your feedback will help improve it

Welcome, Jane Smith Reference Guides Help & Contact

Medicines & Healthcare products
FRegulatory Agency

Device Registrations & Certificates of Free Sale
service for medical devices

Register your devices and products with MHRA. Purchase Certificates of Free Sale
(CFS) for medical devices to export medical devices outside the UK if required by

other countries. This service is only available to GB based manufacturers and UK
Responsible Person of non-UK manufacturers.

2. Click on the Add New Manufacturer button.

Please note. Only UK Responsible Persons (of manufacturers outside the UK) or NI-
based Authorised Representatives (of manufacturers outside the EU) may click this
button to ‘Add New Manufacturers’. This button is to be used when you are ready to
make device registrations on behalf of a represented manufacturer.

If you have already registered the represented manufacturer, please manage their
existing account. Do not create multiple accounts for the same represented
manufacturer, this results in additional unnecessary work and fees.

Device Registration & Certificates of Free Sale

Your Organisation

Registration

Name Address Country Devices (Products) Status

10 South Colonnade, 10th Floor Area 7, Canary

AHEAOE® | op s e e (e, FIEAED

England, United Kingdom 1(27) (]

Key
@ Registered () Not Registered & Unregistered Suspended X Rejected

Manufacturers you represent

Only registered manufacturers appear here. Newly submitted and

draft manufacturers can be found from the Applications list,

Only use the ADD NEW MANUFACTURER function if you have not -
already registered the represented manufacturer. If you have

d the manufacturer, please use the Add Devices function to
register additional devices on the existing account

reg]
reg
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3. Enter manufacturer details:

e Select to confirm | wish to represent this manufacturer as UK Responsible Person,
or | wish to represent this organisation as an Authorised Representative (the
Authorised Representative option will only appear if you are based in Northern
Ireland).

e Select up to three options to describe the organisation.

e Complete all the mandatory fields otherwise you won’t be able to proceed.

L O M

il il a  APPLICATIONS — ACCOUNT MANAGEMENT

Manufacturer and Device Registration - TEMP202001030124106

Manufacturer Device CE certificates/ Products Review Payment
Declaration of
dasmuingCstom-made
rovide Manufacturer Details
Organisation details
Organisation name

Describe your erganisation by selecting up to three options below

I wish to represent this manufacturer as
UK Responsible Person

vAddress Details

Enter address details for the organisation

Select International Address

Address line 1
Address line 2 (optional)

4. Enter details of the contact at the represented organisation — please do not enter your
contact details here.

ontact Person Details
Enter details of the contact person at the abowve organisation (do not enter your
details).
Flease provide details of how we can contact the manufacturer.

Title (optional)

Last name

Job title (optional)
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5. Upload the Letter of Designation.

Please note This must be a legal contract, stating that you are the sole UK Responsible
Person or Northern Ireland Authorised Representative, acting for the manufacturer and
specifying the mandatory tasks you are contracted to undertake on behalf of the
manufacturer. The mandatory tasks that must appear in the designation contract for
UKRPs can be found in our regulatory guidance for UK Responsible Persons. For
Authorised Representatives in Northern Ireland the requirements can be found in the
guidance for Authorised Representatives.

Upload Letter of Designation

This is an official letter on headed paper, from the manufacturer stating your company's name and address,and that you as the UK Respansible Person (UKRP) of & non-UK manufacturer are acting with the consent of the
manufacturer.The Letter of Designation walidity dates should match the start and end dates of your contrace with the represented manufacturer. Click here for more informarion on the role of UKRP.

upoap O orops
File size limit should not exceed 15MB. Only the following file formats are acceptable; .doc, .docx, .pdf, jpg, .tf, .png, .odt

6. Enter the Letter of Designation validity dates
The Letter of Designation validity dates should match the start and end dates of your
contract with the represented manufacturer. The maximum validity is 5 years.
The * after From Date and To Date indicates mandatory field.

Please note you will receive email reminders 3, 2 and 1 month prior to expiry of your
Letter of designation. If you do not upload a new Letter of Designation before the expiry
of the existing one, your account will be suspended until you upload a valid letter. A
suspended account means you are no longer lawfully allowed to place devices on
to the UK market. It is a legal requirement to hold an active registration with the
UK competent authority (MHRA). It is an offence to place a non-compliant device
on the UK market. Your details will also be removed from the Public Access
Reqistration Database (PARD). See Uploading New Letter of Designation in the
Account Management Reference Guide to update Letter of Designation.

Upload Letter of Designation

This is an official letter on headed paper, from the manufacturer stating your company's name and address,and that you as the UK Responsible Person (UKRP) of a non-UK manufacturer are acting with the consent of the
manufacturer.The Letter of Designation validity dates should match the start and end dates of your contract with the represented manufacturer. Click here for more information on the role of UKRP,

@ Designation Letter
PDF - 6.80 KB

File size limit should not exceed 15MB. Only the following file formats are acceptable; .doc, .docx, .pdf, .jpg, .tif, png, .odt

From Date * To Date *
05/02/2025 & 05/03/2028 &
Enter the expiry date of the Letrer of Designation.

Maximum validity is 5 years.

Description of document (optional)

Limit 255 characters, remaining: 255.

0 l CONTINUE SAVE & EXIT || BACK DELETE APPLICATION

7. Click the Continue button to go to the Add Devices page and follow the Registering New
Devices instructions, or click the Save & Exit button if you wish to save a draft
application, or click Delete Application to discard the application.
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Adding Importers

You must add the details of all importers that import medical devices into the UK for your
organisation or any of the organisations that you represent as a UK Responsible Person (of
manufacturers outside the UK) or Northern Ireland-based Authorised Representative (of
manufacturers outside the EU).

1. Click the Enter button on the Landing Page.

# 0O

AGENCY SERVICES |ECIRIeENslol o aaa VN g X

ALPHA Release This is 3 new service - your feedback will help improve it

Medicines & Healthcare products
Regulatory Agency

Device Registrations & Certificates of Free Sale
service for medical devices

Register your devices and products with MHRA. Purchase Certificates of Free Sale
(CFS) for medical devices to export medical devices outside the UK if required by

other countries. This service is only available to GB based manufacturers and UK
Responsible Person of non-UK manufacturers.

L

AGEMCY SERVICES

Device Registration & Certificates of Free Sale

Your Organisation

MName Address Country

MHRA DEMO 10 South Colonnade, Canary Wharf, London, E14 4PU England, United Kingdom
Key
@ Registered () Not Reg| d @ Unregi d () Suspended X Rejected

Manufacturers you represent

Only registered manufacturers appear here. Mewly submitted and draft
manufacturers can be found from the Applications list.

DD NEW MANUFACTURER function if you have not

red the represente anufacturer. If you have

manufacturer, s function to

ditional devices on the

Version March 2025 v1

Welcome, Jane Smith
& J

Devices (Products)

0{0)

Reference Guides Help & Contact

Registration
Status

o]

ADD NEW MANUFACTURER

ADD NEW IMPORTER °
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3. Enter the importer details:

e Select to confirm | am associated with this organisation as UK Responsible Person
and/or Manufacturer and/or Authorised Representative (the Authorised
Representative option will only appear if you are based in Northern Ireland).

Please note: If you have multiple roles, please select your associated role for this
importer. If the importer imports for you as a manufacturer, select manufacturer. If
they import for one or more manufacturers that you represent as a UKRP/NI
Authorised Representative, select UKRP and/or NI Authorised Representative, as
appropriate. If they import for you as a manufacturer and also for your represented
manufacturer/s, please select Manufacturer and UKRP and/or NI Authorised
Representative, as appropriate.

¢ Multiple associations can be ticked e.g. if you have a dual or triple role and also use
the importer for your represented manufacturers in your capacity as UKRP or
Northern Ireland Authorised Representative.

e Complete all the mandatory fields otherwise you won’t be able to proceed.

& [l

el la =g APPLICATIONS — ACCOUNT MANAGEMENT

Importer Registration - TEMP20210722165614

6 Provide Importer Details

Organisation details
Organisation name

EBig Shipping UK Limited

| am associated with this organisation as

[ UK Responsible Person

4. Select from the list of Registered Manufacturers you represent. Multiple manufacturers
can be selected.

Please note if you have selected that you are associated with this importer as a
manufacturer, your organisation will automatically be included and will not appear in the
List of Registered Manufactuers.

This importer is associated with the following manufacturer(s)

v Registered Manufacturers

List of Registered Manufacturers *

Demo represented org Three, DEMO Represented Organisation, DEMOR = © ~

a ' DEMO Represented Organisation

[!I Demo represented org Three |

» DEMO Represented Organisation Two

[y g —
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5. Enter all mandatory address fields for the importer

wAddress Details

Enter address details for organisation in the UK

Posteode loakup

CT17 9BU

Pick an address

FIND UK ADDRESS

‘Waterloo Crescent, Harbouws House, Dover, Kent, CT17 98U

Address line 1
Unit 561

Address line 2 (optional}
‘Waterloo Crescent

Address line 3 (optional)
Harbour House

Addrass line 4 (optional)

su:aa’caunq.‘rrnuln:e ‘dpﬂﬂMH'
Kent

City/Town
Dawer

Cauntry *
England, United Kingdom x

Post code

CT17 98U

Telephone

1234567

Website (optional)

6. Enter the importer’s contact details— please do not enter your contact details here.

Contact Person Details

Title (optional)
Sedect

First name
Pater

Last name
Jarmes

Job title (optional)
Impore Manager

pete@sigshipping.co.uk

Erter details of the contact persan at the abave organiation |

Please provide details of how we can contact the importer.

p—

5. Click the Continue button.

Version March 2025 v1

not enter your detailsh

DELETE APPLICATION
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6. Click the Complete Application button.
Add New Importer - TEMP202001030154509

Payment is not required for the application. Please click on complete application to finish.

COMPLETE APPLICATION

DELETE APPLICATION

7. Click the Close button.

Application complete
Your reference number
202010300115416

What happens next...
'We have sent you & confirmation email and your application has been sent to an officer at MHRA,

W will contact you again within the next 2 -5 working days to let you know of our decision, or to ask for more information if its needed.

8. The importer will appear in the List of Importers on the Organisation page.
If you are no longer associated with an importer please see Deactivating Importers.

AGENCY SERVICES

Device Registration & Certificates of Free Sale

Your Organisation

" Registration
MName Address Cauntry Dewices (Products) Status
MHRA DEMID 10 South Colonnade, Canary Wharf, Lendan, E14 4PU England, United Kingdarn 45 L]
Key

@ Registered () Not Registered @ Unregistered () Suspended % Rejected

Manufacturers you represent

Orly registered manufacrers aspesr here. Mewly submitted and dealt manulactress ean be found fram
e pplications ]

Only use the ADD NEW MANUFACTURER function if yau have net
' : |

Search by manulacturer name:

Mame Adldress Country Devices (Products) Relatisnship ”*‘S::";“’"
w

167 Bella Bista, East Side Compound, 1000 Medtech

Derm nted org Th United Stat w21 UK Respiarsible Persor
- Drive, Sea View Industrisl Zone, Santa Barbara, CA, 0765 L Rl ©
DEMDO Represented Organisation 123 Streat, Sea View Industrial Estate, Boston, MA, 12345 United States N UK Respiarsible Person o
DEMDO Represented Organisation Twe 234 Aueniicla Escala, Cancun, Yukatan, 43231 WMusico 11} UK Respiarsible Person o
DEMDO Represneted Organisation Thres 60 Strand Struet, Douglas, lske OF Man, M1 2EL Ishe of Man o) UK Respiarsible Person o
Key
& Registered () Not Registered ) Unregistered Suspended 3 Rejected
List of Importers
Name Address Coufitry Relatianghip Stagus
Lnit 561, Waterlan Crescent, Harbeur Heuse, Doves, Kent, CT17 e ’
[DigS'lipp g UK Limited s AR A L LR A Englard, Unitisd Kingdaen UK Responsible Parssn | Manfscturer o ]
=
Uit 765, Waterlan Creseent, Harbewr Heuse, DOVER, Kent, ) ;
Derna Imponter Tt T aterion Sresset Farhedr Hess R Kent England, United Kingsarn LK Resprnsibie Parsan o
1798
DEMO TWO krparter 345 Haven Resd, Industrial Estate, Rechester, Kent, CT107BU  England, Uinited Kingorn LK Responsibie Parson o

Key
© active O inactive
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9. Click on the importer name in the List of Importers on the Organisation page.

List of Importers

Name

6[ Big Shipping UK Limited ]

Demao Importer

DEMO TWO Importer

Address

Unit 561, Waterloo Crescent, Harbour House, Dover.
Kent, CT17 9BU

Unit 785, Waterloo Crescent, Harbour House, DOVER,
Kent, CT17 9BU

345 Haven Road, Industrial Estate, Rochester, Kent,
CT107BU

Country

England, United Kingdom

England, United Kingdom

England, United Kingdom

Key
© Active ) Inactive

Relationship Status
UK Responsible Person ; Manufacturer -]
UK Responsible Person o
UK Responsible Person -]

10. The details of all Associated Manufactuers will be displayed, including your organisation
if you have selected that you are associated with this importer as a manufacturer.

Please note if you or any of your represented manufacturers are no longer associated
with an importer, you will need to deactivate the importer account. You can add the

importer again with new associated manufacturers, if applicable. There is currently no
fee to do this. Please see Deactivating Importers.

# 0O

APPLICATIONS  ACCOUNT MANAGEMENT

AGENCY SERVICES

< Back to DRECFS Services

MHRA DEMO: Big Shipping UK

Limited

ARGVl APPLICATIONS  NEWS

: = Deactivate Importer

Basic Information
Account Number 0000007037
Role / Account Type Importer

Organisation Name MHRA DEMO

Registration Status Active

Relationship Manufacturer | UK Responsible Person

Created Date 22 |uly 2021

Organisation Details

Registered Address Unit 561, Waterloo Crescent
Harbour House
Daver
Kent
CT17 98U
England, United Kingdom

Contact Details
Full Mame Peter James

Job Title Import Manager

Associated Manufacturers

Telephone
Fax MN/A
Website N/A

Telephone

1234567

petei@bigshipping.co.uk
12345676

Name Address Country Registration Status
167 Bella Bista, East Side Compound, 1000 Medtech Drive, Sea View .

BB TR U= Industrial Zone, Santa Barbara, CA, 38765 Dedb e <

DEMO Represented Organisation 123 Street, Sea View Industrial Estate, Boston, MA, 12345 United States @

DEMO Represented Organization Two 234 Avenida Escala, Cancun, Yukatan, 43231 Mexico (]

MHRA DEMO 10 South Colonnade, Canary Wharf, London, , E14 4PU England, Unitd ]

Kingdom
Key
@ Registered () Not Registered & Unregistered Suspended 3 Rejected
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Deactivating Importers

1. Click on the name of the importer you want to deactivate in the List of Importers table.
Please note if you need to make any changes to association between Importer and
Manufacturers you must deactivate the importer, add them again and link the
appropriate associated manufacturers. It is not currently possible to remove associated
manufacturers from an importer record.

& ™

Ple-Nadolazll ACPLICATIONS  ACCOUNT MANAGEMENT

Device Registration & Certificates of Free Sale

Your Organisation
Name Address Country Devices (Products) Registration
Status
MHRA DEMO 10 South Colonnade, Canary Wharf, London, E14 4PU England, United Kingdom D{m Q
Key

& Registered () Not Registered &@ Unregistered Suspended

Manufacturers you represent

Only registered manufacturers appear here. Mewly submitted and draft manufacturers can be _
ADD NEW MANUFACTURER

found from the Applications list.

tional devices on the existing account.

Search by manufacturer name:

|| ||SF_ARCH|

Name T Address Country Devices (Products) Relationship Regsltst:atlun
atus

MNe manufacturers are available

Key
@ Registered (O Not Registered @ Unregistered Suspended X Rejected

List of Importers

Name T Address Country Relationship Status
e Unit 765, Waterloo Crescent, Harbour House, DOVER, CT17 SBU England, United Kingdom UK Responsible Person [+ ]

Key
© Active © Inactive

2. Click onthe Deactivate Importer button.

-4 Back to DRE&CFS Services

MHRA DEMO: Demo Importer

Summary

Basic Information
Account Number 0000005322 Registration Status Active
Role / Account Type |mporter

UK Responsible MHRA DEMO
Person

Created Date 30 October 2020
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3. Click the Yes button to deactivate or the No button to cancel the action.

Please note once the importer has been deactivated you will not be able to re-
activate/reinstate the record. You will need to add the importer again, if required.

| @ O

Gl lageilin ol APPLICATIONS  ACCOUNT MANAGEMENT

Are you sure want to deactivate the Importer?

O ==

4. The status of the importer will change to Inactive on the Summary page and in the List of

Importers.
) )
AGEMCY SERVICES  ERESls NS ACCOUNT MAMAGEMENT

-1 Back to DRE&CFS Services
MHRA DEMO: Demo Importer

SUMMARY

Basic Information
Account Number 0000005322 [keglstratlon Status Inactive

Role / Account Type Importer

UK Responsible MHRA DEMO
Person

Created Date 30 October 2020

Organisation Details

Registered Address Unit 765, Waterloo Crescent Telephone (01304123456
Hariour House
DOVER Fax MN/A
Kent Website h/A
CT17 86U

England, United Kingdom

Contact Details

Full Name James Jones Email james@demo.com

Job Title Import Manager Telephone 01304123458

List of Importers

Name 1 Address Country Relationship Status
Demao Importer ;.lg: Ebaiiatetoolereseentlh stbounhiol=E IOVERICTIE] England, United Kingdom UK Responsible Person ' =] '

Key
D Active Q) Inactive
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Save and exit: resume applications

When completing an application, you may save, exit and return to completing the application
from where you left off. This creates a TEMP (draft) application.

Please note TEMP applications will be automatically deleted 90 days from last saved on
date. Please ensure that you regularly review your TEMP applications and submit to MHRA
within 90 days of 'Last saved on' date indicated in the Applications table. Once deleted
TEMP applications cannot be reinstated.

1. Click the Save and Exit button (if available on the page that you are on).

You can add other addresses by going to 'Manage Other Addresses’ in your
orgnisation's 'Related Actions' tab.

Remember to 'Save and Exit' to keep the information already entered if you move away

from this screen

Click here to download the Proforma.

You can click above if you require a pro-forma invoice to complete a BACS/CHAPS payment. (You can save your application using the save and exit option below if you are not yet ready to complete
payment)

Payment method

Choose payment method

2worldpay  Mbacs

RV Moy e\ )| SAVE AND EXIT [ BACK DELETE APPLICATION

2. Confirm that you want to Save and Exit.

Are you sure you want to "save and Ext" the application? I Yes,
Your application will be saved and dosed.

3. A TEMP (Draft) application will be created that you can access and resume work on

@

I AGEMCY SERVICES

Application saved

Your application has been saved successfully.

e Your draft application reference number: TEMP207905107134177
a

4. Click the Close button.

9% |Page
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5. Click onthe Applications tab on the home page or the Applications link on the
Organisation page. This will display all the applications for your organisation and all of
your represented organisations (if applicable).

A S

AGENCY SERVICES (RS NE | ACLOLNT MANAGEMENT

Device Registration & Certificates of Free Sale

Your Organisation

Registrati
Name Address Country Devices (Products) ESSI:“:SIO"
MHRA DEMO 10 South Colonnade, Canary Wharf, London, E14 4PU England, United Kingdom oo
Key

red @ Unregi d s ded X Rejected

& Registered (O Not P

Manufacturers you represent

Only registered manufacturers appear here. Mewly submitted and draft
manufacturers can be found from thy

ADD NEW MANUFACTURER

Only use the ADD NEW MANUFACTURER function i
istered the represented manufacturer. If you have
the manufacturer, please use the Add Devices function to

already re

tional devices on the existing account

You have no registered manufacturers.

Click the Add New Manufacturer button to add manufacturers you represent, register devices on their behalf and order Certificates
of Free Sale, if required. This service is only available to UK Responsible Person of non-UK manufacturers.

Terms and Conditions | Contact: device accountsi@mhra.gov.uk Cogyright £ 2020 Medicines & Healthcare products Regulatory Agency

6. You can also click on the Applications tab within an organisation. This will only display
the Applications for that organisation.

I =

AGEMCY SERVICES [EIEY NS OUNT MAMAGEMENT

- Back to DR&CFS Services

| Edit Organisation Details =] Order CFS  [o| Add [=] m Devi [~] Update

M H RA De mo : 74 Devices/Prod e E-xp'ort De;nes Data to Excel File

CVNIEEE | APPLICATIONS | RELATED ORGAMISATIONS DEVICES PRODUCTS CONTACTS OTHER ADDRESSES DOCUMENTS  MNEWS

Summary

Your registration with the MARA must be reviewed and renewed one year ATer the anmiversary dare and every two years subsequently. The anniversarny date is
derermined by the date your socount was created with the MARA. Your Registration Renewsl is 0T/01/2022. Faifure 1o renew your registration will reswit in your account
being suspended. A suspended account means you Wil nor be able to place new devices on the market given it is 5 legal requirement to hold sn sctive registration with
the competent sutharity (MHRA) It is an offence to place 5 non-compliant device on the market in the UK

Basic Information
Account Number 0000009132 Registration Status Registered

EU Single PARD Options  » Publish UK Responsible Person Name
Registration Number + Publish UK Responsible Person Address
(SRN) + Publish Organisation's Marme

Publish O isation's Add
Role / Account Type Manufacturer | UK Responsible Person Lblish Urganisations ress

Company Type Limited Company Company 654321
VAT Number 123456 Registration Number

Registered under Mo
Created Date 19 September 2019 2017 MDRs
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7. Click onthe TEMP (draft) application’s Reference to open it. TEMP applications will be
automatically deleted 90 days from Last saved on date. Please ensure that you regularly
review your TEMP applications and submit to MHRA within 90 days of 'Last saved on'
date in below table. Once deleted TEMP applications cannot be reinstated.

A 0O

AGEMCY SERVICES [EEIEaNlwcygielliogg  ACCOUNT MAMAGEMENT

Applications
vDraft Applications

OTEMP applications will be automatically deleted 90 days from last saved on date. Please ensure that you regularly review your TEMP applications and submit to MHRA
within 90 days of "Last saved on’ date in below table. Once deleted TEMP applications cannot be reinstated.

Search by manufacturer name or reference mumber

Service Al Tpss - Show AiTjpss = Show 10perpa. =

Reference Manufacturer Application Type Last saved on 1 Status

TEMP20220217151705 MHRA Demo Mew device 17 February 2022

vSubmitted Applications

Search by organisation name or reference number

Show AiTjpss - Show 10perpa.. =

Reference Manufacturer Application Type Submitted on Status
20220218012135061 MHRA Demo Mew device 18 February 2022

2021102602208215 DEMO Represented Organisation CF5 Order 26 October 2021 L]
2021102502208214 DEMO Represented Organisation CF5 Order 25 Ocrober 2021 (]

8. The application will open on the page where you clicked Save and Exit.

G 0O

AGENCY SERVICES EEIRlaCyiialli-gy  ACCOUNT MANAGEMENT

Add New Devices for MHRA Demo - TEMP20220217151705

A
Manufacturer Device Self-certification Products Review Payment
conformity declarations

Add products

Here you can add product information for the device:
44054-Orthopaedic surgical procedure kit, non-medicated, reusable

‘You need to provide medical device name, model/version and catalogue/reference
for each product. Product information follows guidelines set by the International
Medical Device Regulators Forum in their document Common Data Elemments for
Medical Device Identification.

Add products one by one

Medical Device Name (Brand/Trade/Proprietary or Common name)

A name used to assist in the identiffication of the reguiated medical device. it can be &
brand trade, proprietary or Commorn Name.

Is Model/Version applicable?

—Flease Selec— -
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9. If you have multiple users on your account your will need to Click on the Accept task
button in order to continue with the application or Click on the Go Back button to go back
to the Applications list. All TEMP applications will be visible and accesible to all users on
the account with the exception of applications saved on the Payments page and
applications created before a user was given access to the account.

Please note if you have clicked Save and Exit on the Payments page only you will be
able to see the TEMP application in the Applications Tab. If you want your colleagues to
be able to view the application please Click the Back button to the Review page and
then Click on the Save and Exit button.

A b

AGENCY SERVICES EETHEaReLN  ACCOUNT MANAGEMENT

‘You must accept this task before completing it

Add New Devices for MHRA Demo - TEMP20220217151705

v
Manufacturer Device Self-certification Products Review Payment
conformity declarations

Add products

Here you can add product information for the device:
44054-Orthopaedic surgical procedure kit, non-medicated, reusable

‘You need to provide medical device name, model/version and catalogue/reference
for each product. Product information follows guidelines set by the International
Medical Device Regulators Forum in their document Commeon Data Elements for
Medical Device Identification.

Add products one by one

Medical Device Name (Brand/Trade/Proprietary or Common name)

A name used to 255t in the identification of the reguiated medical device. it can be &
brand trade, proprietary or Commaon Name.

Is Model/Version applicable?

—Fiease Selecr— -

Is Catalogue/Reference applicable?

—Flease Select— v

Y|Page
Version March 2025 v1



MHRA Device Registrations Reference Guide

Medicines & Healthcare products
Regulatory Agency

Annex | — Workflow
- . - Email
Device Registrations Workflow notification
sent
If Class | sterile or measuring or Class lla, Ilb, [Il or Add Conformity
non-custom AIMD, or IVD List A, List B or Self-test
or sterile VD Class Aor VD Class Bto D
i Upload
If custom made or non-sterile/non-measuring Class | Proof of
or non-sterile SPP or IVD general or VD Class A payment
If SPP add contents 3
: list. If Custom AIMD if BACSY
Add GMDN Term/Code, Select correct Regulation or add Label & IFU CHAPS
Directive and answer questions . |_Bl
A L v ) ™ .
Register a new P b r S y @ Anot . No Read and iat Submit Registered
MSAUIACIIISE Marmc((;ll:i;n details J—' L Iggsiroeﬁgemls Adgmger * " Agreeto ¢ ment Application
and Devices 7 —t : terms and pay fo MHRA
Yes conditions
1b. % ry
Add new
devices to
registered
1a. Update manufacturer
Manufacturer
details
; \ Accept Device &
New Device/Product ,J Products
. Accept Mir Reject Devices & :
New Manufacturer & Products Application
Devices —End-
Reject MiT
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