Medical Device Labelling

in the UK*
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The CE mark is used to
demonstrate conformity to EU
regulations. Before the new
UK medical device regime

All labels must
include the
product name.

Where the name is not obvious, the
description necessary to identify the
device and its intended use are required.

From May 2021, products
with a CE mark must be
identified as a medical
device.

begins on 01 July 2025 - and
in some cases until EU-UK
transitional arrangements end

All sterile products must be

on 01 July 2030 - if a UKCA
mark is not present on the
label then a CE mark must be
used. Some medical devices
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Medical Device Description ®

require a notified body to

carry out a review of technical
documentation. Where this is
necessary a number is present
which indicates the body used.
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The new UKCA mark
demonstrates conformity
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to UK regulations and must
appear on medical devices
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identified as sterile, and the
method used indicated by a
letter. A sterile product will
always have a number next
./ to the CE or UKCA marks.
From May 2021, all products
with a CE mark must include
the date of manufacture on
the label if there is no expiry
date.

The date the medical device
will expire must be included
if the device has a shelf life.

in Great Britain (England,
Wales and Scotland) from the
inception date of the new UK

The LOT number must
always appear on the label.

medical device regime on 01
July 2025 - though in some
cases a CE mark may be used
instead until EU-UK transitional
arrangements end on 01 July
2030. Some medical devices
require an approved body to
carry out a review of technical
documentation. Where this is
necessary a number is present
which indicates the body used.

If the product has a UKCA
mark and the manufacturer
is outside of the UK, a
responsible person and
their address must appear
on the label. Products
manufactured before 30
June 2024 and only bearing
a CE mark do not require

a responsible person to be

appear on the label.
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listed. A responsible person
can be an individual or more
likely a business.

If the product is CE marked
and the manufacturer is
outside of the EU, an EC
rep and their address must

All medical devices must
identify the manufacturer,
including their address.

UKNI The UKCA mark applies in Great Britain
(England, Wales and Scotland). A UKNI mark
may appear on some products in addition to a
CE mark when available in Northern Ireland.
For more specific advice regarding this mark,
please consult a regulatory professional.
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Common labelling errors that are indicative of a more serious problem

While all labels should be completely

correct, some minor errors can occur; the

following “errors” are indicative of a more

serious problem

1. No CE mark or UKCA mark

2. No CE or UKCA number when the
product is sterile

3. No manufacturer name/address

4. No expiry date on a sterile product

5. No EC-rep or UK Responsible Person
when the manufacturer is outside EU/UK

When evaluating a product for distribution
in the UK, always request a copy of the
Declaration of Conformity (for Class |
medical devices, which are self-certified by
the manufacturer) or CE/UKCA Certificate
(for Class lI-1ll medical devices, which
require 3rd-party certification by an EU
Notified Body or UK Conformity Assessment
Body on behalf of the manufacturer); these
documents... will be signed; it will be signed
by the company that is identified as the
manufacturer or EC-rep/UK Responsible
Person on the label.

Where the product has a number next to
the CE and/or UKCA, a copy of the EC/
UKCA Certificate should also be requested;
this certificate should have been issued (to
the manufacturer identified on the label) by
a third party: an EU notified body (CE) or
UK conformity assessment body (UKCA),
identified by name and number.



