STEP One if you do not already have an account:

You need to create an account on the MHRA DORS before you can start registering your devices

https://mhrabpm.appiancloud.com/suite/plugins/serviet/registration

Medicines & Healthcare products
Regulatory Agency

Organisation details

Grganisation name

Addrass ling 1

Address iine 2 {optional)

Address iine 3 {optional}

Address line 4 {optional}
Tawn/Clty

County/ State/ Province {optional )
Country

Postcode

Waebsite address {optional )
Company type

Organisation role

Wser details

Once completed it
can take around 5 working days to receive a response.
Which will contain a link and temporary password.



Log into MHRA DORS

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

MHRA

REQUaing Medcines and Madicsl Devizes

Welcome, ANDREW SANDERS Reference Guides Help & Contact

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.




ALPHA Release Thisisa new service - your feedback wili help improve it
* Welcome, ANDREW SANDERS Reference Guides Help & Contact

Medicines & Healthcare products
Regulatory Agency

Click Enter

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 o
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 manufaciurers.

Terms and Conditions | Contact: device.accounts@mhra.gov.uk Copyright © 2022 Medicines & Healthcare products Regulatory Agency



@

AGENCY sERviCEs [V NS ACCOUNT MANAGEMENT

Click on
your hame

Device Registration & Certificates of Free Sale

Your Organisation

Registration

Name Address Country Devices (Products)
Status

andy Sanders The Barn down the lane and round the corner England, United Kingdom ()] O

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. ADD NEW MANUFACTURER

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.accounts@mbra.gov.uk Capyright £ 2022 Medicines & Healthcare products Regulatory Agency



<« Back to DRECFS Services

1) Check your details

Andy Sanders

SUMMARY [ iiety ] (el

RELATED ORGANISATIONS

Edit Organisation Details |5 | Order CFS [0 Add Devices |+ Manage Devices [~ | Update

OTHER ADDRESSES DOCUMENTS NEWS

Registered Devices/Products

2) Click Add devices

Basic Information
Account Number

EU Single
Registration Number
(SRN)

Role / Account Type
Company Type

VAT Number
Created Date

ation Renewal Is 0.

a legal requirement to hold an acti

0000022632

Other
N/A

02 February 2022

Organisation Details

Registered Address

Contact Details

The Barn

down the lane
and

round the corner
PRG

England UK

Full Name ANDREW SANDERS

Job Tide

Customer Service Contact

Telephone No.

n with the MHRA must be reviewed and renewed one year after the anniversary date and every two years subsequently. The anniversary date is determined by the date yol
Filure to renew your regist
tion with the competer

lace & non-comp

Registration Status

PARD Options

Company
Registration Number

Registered under
2017 MDRs

Telephone
Fax

Website

Emai

Telephone

Email Address

Coownt was created with

rended. A suspended account means you will not be abie to place new devices on the market

int device on the cet in the UK
Not Registered

& Publish Organisation's Name
s Publish Organisation's Address

Nao

0776R=="=="
A

N/&

07768======



it o=l =l APPLICATIONS — ACCOUNT MANAGEMENT

I a D

Add New Devices for Andy Sanders - TEMP20220307142657

v
Se I ect: Manufacturer Device Self-certification conformity Products Review Payment
declarations

General Medical Device Declare devicas

What type of device is it?
Q General Medical Device

InVitro Diggnostic Device

Active implantable device {Directive 90/385/EEC only)
System or Procedure Pack

GMDN Code/Term

= \iew all GMDN terms and definitions

SAVE & EXIT DELETE APPLICATION




A/ 0O

I AGENCY SERVICES APPLICATIONS ACCOUNT MANAGEMENT

Add New Devices for Andy Sanders - TEMP20220307142657

v
Manufacturer Device Self-certification conformity Products Revigw Payment
declarations

Declare devices

What type of device is it?
O General Medical Device
In Vitro Diagnostic Device

. . Active implantable device {Directive 90/385/EEC aniy)
Enter: Prescription Spectacles :W G
The drop down box appears  swon coderterm

Prescription spectach eﬂ

CI|Ck On 35065 Term name t
- Prescription Spectacles 63633 - Colour discrimination nan-prescription spectacies

3505 - Prescription spectacles

= View all GMDN terms and definitions

DELETE APPLICATION




®
AGEMCY SERVICES | S ACCOUNT MANAGEMENT

Add New Devices for Andy Sanders - TEMP20220307142657

v
Device Self-certification conformity Products Review Payrment
declarations

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

In Vitro Diagnostic Device

Active implantable device (Directive 901385/

System or Procedure Pack
Click all mandatory GMDN CoderTerm
sections as shown

35065 - Prescription spectacies

= View all GMDN terms and definitions

Is it custom made?
Yes
Qo
What risk classification applies to this device?
©Q Cassl
Ciass |la
Oass o
Class Il

Click here o

know abou

Which directive/regulation does this device comply with?
© Directive S3/42/EEC

European medical devices regutations EU 2017/745

MHRA will only accept registrations for sterile and/or measuring Class | and ali Oass lla,|1b and Il devices under (ELN2017/745 if the EU Motified Body is designated under the EU Medical Devices Regulation 2017/745.
Device labelled as sterile?
Yes

Qo

Single-use device?
Yes

Qo

Maximum number of reuses (if applicable)

111 U

Is it intended for single patient use? (optional)



Continued from previous page

Click all mandatory
Sections as Shown Reprocessed single-use device?

Yes

O Mo

Are any of the products related to this device active?
Yes

Qo

Device intended to administer and/or remove medicinal product?
Yes

O No

Are any of the products related to this device measuring?
Ves

Qo

Basic UDI-DI Issuing Entity{optional)

1111

-

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

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

Has a Clinical investigation been conducted? (optional)

Click continue

CONTINUE |Etat =018 DELETE APPLICATION




Add New Devices for Andy Sanders - TEMP20220307142657

v
Manufacturer Device Self-certification conformity Products Rewiew Payment
declarations

Self-certification conformity declarations

* Declaration of Conformity - Class | medical devices that do not require certification by a UK Approved Body or EU Natified Body 1.e. non-sterile, non-measuring, non-reprocessed. General VD medical devices that do not
require certification by a UK Appraved Body or EU Notified Body.

* Custom-Made Statement - Al custom-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 - zo UK MDR 2002 Regulation 43 Statement {Annex Vil of Directive S8/79/EC) or Part A of Annex Xl of EU regulation 2017/746.

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

Upload a new Self-certification conformity declaration

UPLOAD your declaration
cx. pe, iog. 1 pne, of conformity sample attached

UPLOAD | Ly Croofie fers

File
sodo

limit should not exceed 15ME. Only the following f rmats are acceptable:

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

I you are providing Self-certification conformity dedlarations for CE marked devices, you must ensure that you have

sppointed an EU Authaorized Representative ([EC Rep] in one of the EU 27 countri in Northern Irefand

Find out more about Declaration of Conformity f Custom made statement / UK MDR 2002 Regulation 14/
Performance Evaluation / EU regulstions

Document Reference

UPLOAD DOCUMENT
SAVE & EXIT || BACK DELETE APPLICATION



Add New Devices for Andy Sanders - TEMP20220307142657

v
Klanufacturer Devce Seif-cerufication conformity
declarations

Self-certification conformity declarations

= Deciaration of Conformiy - C

ha
require camification by & UK Approved Body ar EL Noofied Body

g

* Custom-Made Statement - All Custom-maoe devices

« Declaration for all system or procedure packs and assembdlers - to UK MDR 2002 Reg

= Dediaration for Performance Evaluation - 10 UK MOR 2002 Regutation 43 Statement (Anne VIl of Direcmve 58

Medical Devices Directive 23/42 EEC & Medical Devices Regullation (EU) 20170745

Upload a new Self-certification conformity declaration

SAMPLE DECLARATION OF CONFORMITY GB - Ex NI
DOCH - 1443 KB

i pheid net seeesd 1 SMB. Daly 1he T i Flg Srmass Brd Soieptabie Sos detr et

We may request further technical dacumentation from you thal demonsirates your praducts confarm
to the requirements of the Medical Device Regulations. If you fail to co-operate with our requests we
willll Consider using our enforement powers

Conformity assessment

CELE Il = MDD TS AT

WUPLOMD DOCLMENT
SAVE & EMIT EACK

2. NON-STESig, NOM-MEASURITE, Non-reproCecsed. anera|

ticle 12 of Diregx

TAEC) o« Parm A of Annex X111 of EUF reguiation 207 7/745.

Fayment

VL madioal gevices that do not

DELETE APPLICATION |



* Declaration of Conformity - Jass | medical devices that do not require certification by a UK Approved Body or EU Notified Bodyi.e. non-sterile, non-measuring non-reprocessed. General VD medical devices that do not

require certification by & UK Approved Body or EU Notified Body.

* Custom-Made Statement - All custormn.made devices.

* Declaration for all system or procedure packs and assemblers — o UK MDR 2002 Regutation 14 {Artcle 12 of Directive 33/42/EEC) or Article 22 of EU Regulsnon 2017/745.
* Deciaration for Performance Evaluation - (0 UK MDR 2002 Regulation 42 Siatement (Anrex VIl of Directive SB/THEC) or Part A of Annex XIIl of EU regulation 20717/ 746,

Medical Devices Directive 93742 EEC & Medical Devices Regulation [EU) 2017/745

Select from existing Self-certification conformity declarations

Filename Document Reference Conformity Assessment Type

B Declaration of conformity statement Dec of corformity UKCA - MDDVIVDDVAIMD

Upload a new Self-certification conformity declaration

urload O oeof=hes

Fia sze fmix should not exceed 15MB. Only the following e formais sre accepmble: doc doco pdf, jpg of png
.odt

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

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

Conformity assessment

Flesse ssise -

If you are providing Saif-certification conformizy declarations for CE marked devices. you must ensune that you have
appointed an EU Authorized Representative [EC Rep) in one of the EU 27 councries or in Northern lreland

(fcrlty { Clism moldecsiteaient . LI MO 2007 g

Find out mare about Declaration of
Pestnininnce i huadon AEL e

lon 14/

Document Reference

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

UPLOAD DOCUMENT

DELETE APPLICATION



Enter details
as shown for
prescription
spectacles

Prescription Spectacles

No

e D

o
=)

Add New Devices for Andy Sanders - TEMP20220307142657

WManufacturar Device

Add products

Here you can add product information for the device;
22085-Prasoription speciacies

You meed 10 provide medical dewvice nams. modsliversion and catalogue/refzrence for each product Frogucr
information foliows guidelines set by the International Medica! Device Regulators Forum in their dotument
Commaon Data Elements for Medical Device Identification.

Add products one by one

Medical Device Name (Brand/Trade/Proprietary or Commaon nameaj

A name used to assist in the identification of the regwlated medical dewice. It cam be 3 brand, frade,
Droprietany or CoUmman name.

Prescription Spectacles

Is Model/Version applicable?

tlo -

Model/Version

The va
shared characterisn
GUESEHON.

e used to represent one medical device or a family of devices o group many vaniations that have
If you have not allocared 5 modelfversion select Wo'for Is ModeiVersion applicablie?

Not Applicable
Is Catalogue/Reference applicable?

ez -

Catalogue/Reference (REF)

The walue given by the Regulated Entity to identify the speafic medical dewvice as it relates to its formdfit
function and process. The value shoil v to one specific medical device omily within that Regulated
Entity’s device range. Catalogue/Reference is someatimes referred to by other ferms suo
Keeping Unitlif you have not allacated s CataloguesReference sefect Wo' for ls Catalogue
2pplicable:

/Reference

35065 ‘ 35085

Products Review Bayment

Add products in bulk

You can sl=o upload product infarmation in bulk using our template. Thisis how

Diownload our product template-alweys download a new template 1o ensure you have the latest version

2. Enable editing and/or content on the remplate.

3. Populate the template with your preduct information.

4. Do not pasce farmaulas from ather Excel documents and enzure text doss not excead maximum length
specified for each fisld.

E. Ensure ‘Reacy o validate' message aopears on the 1=molae.

&. Click for primary walidation and correct any errors identifisd

7. Ensure ‘Ready for upload and validation. The validstion will fail if you have not completed the template

correctly. message appears an the iemplate
& Uplosd your completed templace using the “upload” button below.
%: Click the Confirm Bulk Upload and Preview products button (below) - limited preview will be availabie -
erzure 2l fialds are correct in the templste
10. ¥ secondary validations fails, you will see an error message indicating which columns in the templatz
requirs atenton,

UPLOAD | [ Orop i Aers

Next are optional fields



UDI Issuing Entity (optional) @
G5T AISBL
HIECC
ICCEBA
IFA GmbH

UDI notas:

Product Status i@
On the GB & NI market -

URL for additional information {optional) @

Type of UDI-PI {optional] @
| Lot or Batch Number
Serial Number
| Manufzcmuring date
Expiration date

These are optional fields

Does the device incorporate human cells or tissues, or their derivatives {optional)

Does the device incorporate animal cells or tissues, or their derivatives {optional)

Are storagefhandling conditions specified in the labelfinstructions for use (optional)

Quantity per package configuration [optional)

Meed for sterilisation before use (optional) @

What MRI safety information does the labelling contain? (optional)

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

Containing latex (optional}

Clinical size applicable {optional ) @

UDI-DI from secondary entity {optional) @

Click




10 perpaze -
Product preview (products: 1)

Freview only di

Medical Device Namea (Brand/Trade/Proprigtary

Modelersion Catalogue/Reference [REF] UM Issuing Entity LD Device Identifier (UDH-DI) Product Status
or Common namel
CI iCk Frescripoon Spectacles

Moz Applicable 35085

Omn the GB & Ml marker =

‘ conTiNvE |G BALK

DELETE APPLICATIOMN



Read T and Cs
and confirm

Cl

IC

k ‘

Add New Devices - TEMP20220307142657

-
Products Review Payment

Manufacturer

Review

Devices
» 35065 - Prescription spectacles

| ADD ANGTHER DEVICE

You 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 UKCASCE mark to medical devices or
placing them on the market in the UK the manufacturer must provide a signed Self-certification conformity declaration 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 reguiring
conformity assessments to be carried out by a UK approved 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 produces.

Further information on the legal requirements is available at the following links in relation to the UK Medical Devices Regulations 2002 {in the form that they exist on 1 January 2021) and also regarding the
Medical devices and in-vitro diagnostic 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:
anzuring they are comoliant with the refevant |
incorrecily classified or i they do not comply wich the relevant legisiation. Under such circumsiances, the £100

itiz possible 1o select 2 GMON code/term for @ product that is not categorised as a medical device under medical dewvices legislation in the UK. Manufacturars are responsiole for correctly classifying their devices and
ticn. MHRA have the right 1o remove registrations, both organizations and or their devices, T we consider that the registered products sre not medical devices, sre
e is non-refundabie

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

[4 | have read and agre= to the terms and conditions

CONTINUE

DELETE APPLICATION




Check details and Pay

Add New Devices - TEMP20220307142657

-
Marnufscturer Details Device Details Review Payment
Choose a Bilfing 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

The Barn down the lane and round -

Flease choose a Billing Address matchine wour pavment card.
The Barn down the fane and round the corner

PRE

England UK

I} You can add other addresses by E0ing 10 ‘Manage Other Addresses’ in your orgnisation’s ‘Refated
Actions' wab

Bemembar o 'Save and Exit ta kaep the information siready enterad if you move away from this screen
4

You can dick above i you reguire 3 pro-forma irvoice o complets a BACS/THAPS payment. (You can save your application using the save and exit ootion below if you are nat yet ready to complets payment)

Payment method

K nere 1o downlogd the Proforma

Choose payment method

@worldpay  Bbacs g

SUBMIT APPLICATION | SAVE AND EXIT

| BACK | DELETE AFPLICATION




