EC/UKCA Certification BHTA

Healthcare

Trades
Association

EC Certificate

For and on behalf of Notified B

Directive 93/42/EEC on Medical Devices, Annex Il excluding Section 4 @

Certificate Number: 123456AB @——
Manufacturer: @ Manufacturer Ltd
Address: Address
Country
Scope: @ Generic Medical Device Description

NOTIFIED BODY NAME e

- Full Quality Assurance System

ody Ltd, for the above Directive (Notified Body Number 1234)

Signaturg

Company Repr

Date of Issue: 1 March 2013

Date of Expiry: 1 March 2018

Expiry Date Confirm that the certificate
has not expired.

EC/UKCA certificates do not usually
give all product references, instead they
will identify the applicable devices with a
generic description.

The Manufacturer Name and Address
should match those on the device label
and Declaration of Conformity.

Some certificates include links or
scannable barcodes. Helpfully, these
can quickly and easily validate the
legitimacy of a certificate — although it
is best practice to treat any website/
verification software to which they link
with the same healthy scepticism that
applies to all online information.

The Notified Body (EC) or Approved Body (UKCA)
Name and Number will be listed on the certificate.

If you do not recognise the notified body/approved
body, it is possible to check on the EU NANDO website
(EC) https://ec.europa.eu/growth/tools-databases/
nando/index.cfm or the BEIS UK Market Conformity
Assessment Bodies database (UKMCAB) under
“Medical Devices” (UKCA) https://www.gov.uk/
uk-market-conformity-assessment-bodies?uk
market conformity assessment body legislative
area%5B%5D=medical-devices.

EC or UKCA Certificate will always be stated on the
document, in addition to the conformity assessment
method which indicates the body used.

The Annex of the Conformity Assessment Method
should be listed. It is worth noting that the annex used
will depend on the classification of the device.

The Certificate Number is critical to verifying the
legitimacy of a certificate. Although the certificate

and the notified body, may appear in order, best-
practice due-diligence is to confirm, independently,
their authenticity. Therefore use the certificate number
to verify the details of the certificate directly with the
notified body — or approved body; their contact details
should be obtained/verified independently via NANDO
or UKMCAB.

Many notified bodies and approved bodies now

have a publicly accessible database to search for
certificates (again, any database like this should be
located/searched independently — using either NANDO,
UKMCAB or an internet search engine and not links on
the certificate).

When verifying a certificate, check that the following
details on the certificate presented to you match the
details held by the notified body/approved body:

1. Date of Issue and Expiry

2. Manufacturer Name and Address

3. Conformity Assessment/Annex

4. Scope / List of products

Any mismatched information is a signal that further
checks are needed. It may indicate that a certificate
has been modified or falsified, but it may be that a new
or revised certificate has been issued — confirm with the
manufacturer and notified body.
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